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(llinical hematology laboratories
serni-autolnated arld manual
J T Bakt.:r Paramebr or Retic are hematology c;ontrols for these

procedLrres Whcn handled like a patient sample and assayed on a properly

c:alibrated and functioning the control will provide values within the

r;xpec;teti range indicated on the SNECI

t)aily use of these controls
and accuracy of instrunrent

qLality control data to confirm the precis;ion

flca g e rlts
l)arameler Controls contain human RBC's, platelet components an0

llcrn atoloqv cc,lltrols

lntcnded tlse

iixed RBC's and or sinlulated
\rVllc's, in a plas;rna like fluid

sarnpling, Analyze the
sample
n ftcr sampling screw cap

(lrralified personnel Hurnan blood
u,ere found to t)e non-reaclive fof
licensed reagents, No known test

qUire material for quality control oF automate0
dr.rres that measure vJhole blood parameters'

s for partial dil'ferential analysis to {iimulate

I>rodilct no,, pack slzo and
Ijcc page 4,

lnstructions I'ol use

r vlal stablllty

:r llentove ther control from lhe igerator and allow Vials to warm al

rcorn temperature (18 to ) for 20 minutes before mixing

b l)la(ie the control on a mixer for 20 mlnutes of follow next steps

to nrix the control manuallY. I

MIXDT

do not place the vial on a Vortex-

l-lold the vial horizontally
and forth for 30 seconds

the palms ,cf the hands. Roll the vial back
geltly Invert thB vial 10 times. Avoid vigorous

shaking, 0ontinue to mix in

unilormly sLrspended,
Alter mixing let the vial rest
bubbles to clispersr.', Gently

Inanner untll the cells are completely and

the vial 10 times immediately before

immediately afler cleaning.
tol withln 30 mlnuteg aFter measuring the

ibration, maintenance and ope|aling technique or reaelent brand. For this
son, the assay values given arf guide-numbel{i usefill for control but are not

preseryallves,

about 15 spconds to allow small air

ilsing the same techniquo used for a patient

, (;arefully wipe the vlal ring and cap with lint'

)rnponents used in the Parameter Conlrols
lsAg and antibody to HIV when tested with

-.1hods can provlde complete assurance that
will not transnrit infectious diseases Follow

Place vials back In the
controls litore in uprighl

Sitorage and s;tability
Pararneter Controlji are to be Lrpright at 2-8'C when not in use, Stored al

this temperature, the Controls a 0uaranteed stable until the expiry date.

l-'roccdures
lnstrument procetdure: rnake rs and assay accordlng to manufacturer's;
ilrstrLrotions for patient sarnples
n use

to assay values and range for the syslem

N4anual proceclur o: reference rds can be apF,lied to I pitrameter and 3-DiFf

Clontrols Refer to a manual of al laboratory procedLJres,

Expcctod resLllts
l he n]ean assay values and stan{arcl deviation for each Parameter Control ilre

derived from replicate analyses orj lvhole blood calibrated instlumentation as we

as by manual relerence melhods. I her values obtained Qn Parameter Controls
prior to its expiry date $hould be \41i1hin the expected ranbe, The expected ranges

listed represent eslimates of instr(nrent or inter-laboratqry variation for each
paranreter Inter-lal)oratory variatiQr) iri usually accountepl for by instrument

e

I.

free gauze and replace the c

absolute assays for calibration,
ValLres and expec:tr:d ranges for irtstrutnents not listed on the Assay Information
sheet n.lLrst be eslablished by the {ier. lt is recommended that at least 5

consecutive analyses will be per on a properly calibrated instrunlent f0r
each cvo to establlsh the assay rican and standard deviation,

Warnir.rg and precautlons
Warning: Potential bio hazardous
l)aranreter Controls are intended

^r^.i^ |

for IN VITRO diagnostic use by trained,

producls derived lrom human
tf re sa[T]e precaulions ari wjth samples when handling or disposing of
vials Do not injer:t or consume by
samples

Avoid direct mouth pipetting of

BV
l:leventer - The Netherlands

Avantor ernea@avanlol com
I he devices as montioned in this ,ert comply with the In Vitro Diagnostic

N4ed cal t)evices Direclive
B"C

(: €,"crY [riD
Pag(r 1 .1 'l

t;de t6f6r-e-nretT_--
i

D00009'1 0

Version: 12 0

r6f6tence pour ces Proceourell
palient et analys6 stlr un

fournit des valeurri dilns la loLrc hcll'?
de tesl L'utiljsatiol journaliere o,l ces

sangs apPorte des donnees d'3 trOle qualit6 permetlarrt de confirmer la

p16cision et I'exactitude des faites sur l'aPPateil

R6a ctlfs
des globul6s rouges humains stabilisds' desLes sang$ de controle

pour slmuler les globtlles blancs, cit)[iplaquetles, des globules
avec des cellules hurnaines mod'fides dllglobules blancs stabilisds

taille bien d6terminee, dans un 0lasmatique avec des conseryateurs

R6f6rences Prodults, condlt
ouvedure.
Voir petge 4,

Mode d'emplol

nts et stabllit6 dcs contr6les aprds

a. Retirer les contr6les du et laisser les 6chantillons se 16chauffer

d temp6rature ambiante (1

melanger.
30"C) pendant 2q rninLrtes avani de les

b, Placer los contrdles dan!) mixeur automatique pendan( 20 minutes ou

suivre l'6taPo suivante le controle manuellement Inlportilrlt
NE PAS PLACER CE,S

VORTEX
ILLONS DANS UN I\4IXEUR DE'IYI]E

T€)nir l'6chantillon entre la paunle de:i nlains Le melanger

en le retournant
vigoureuseme nt
cellules soient
Laisser ensuite reDoser Dendant 1 5 s(lcondes aFin de

permettre aux bulles d'air
doucement en retourner 1

se disperser, Avant d'6chantillonner, mel:ln0 lr
l'6chi,lntillon. Analysel le collrole avec la

meme technique utilisee le$ dchantillons du Patienl
e Aprds avoir Pr6leve dans les flacons avec; un boucnof a vis

et le bouchon avec Llne serviette en Jlap €lressuyer avec Pr6caution
absorbant et remettre le imm6diatement aprds netloyage

f, L'6chantlllon ne doit Pirs n.' plus de 30 minutes d i'exterieur' Siocker
position verticale,l'6chantillon au rbf rigdr

Condltlons de conservatlon
Les contr6les sanguins doivent
B"C,Conserv6s e cette temPera
leur date d'expiration.

Proced u res
les dilutions et proc6det selon les inslructions
de patients Se r6f6rer aux valeurs et aux

Proc6dure instrumentale:

Lrbd9t' rrlurquE
Les laboratolres d'h6ma tolo g ir-'

contrdles de qualit6 de Prcrc6d

manuerlles qui mesurent tous

Les sangs de controle de J.T

de fonctionnement, le sang oe

prdrvue telle que sP6cifi6e Par

des fabricants pour les

d€rs analyses obtenues e Partir
calibr6s ou a partir de m6thoder

manuelles, sur tous les Pa
de contr0le de paramdtres

contrdler de paramdtres ont subi
anti - VIH - 1, - 2 et anti VHC e1

maripu16s comme des produits

oue ont besoin de sullstances pour 0es

autonratiques, seml'automatiques et
paramdlros du sang
lier sont cjes contr0les hdmalologiques de

'il est manipul6 comme lrn 6chanlill0rr de

de mesufe correctemerlt etalonne et bon (;lat

o fois oendant 30 secondes. Eviler de secouer
m6langor de cette maniAre jusqu'd ce que les

et unifolm6ment en solution,

conserves en position verticale entre 2-

les sangs de cont16le sont stables jusqu',i

ecarts de I'appareil utilis6
Proc6dure manuelle: les s de r6ft':rence peuvent s'appllquer aux sangll

de 0ontrole de 8 parametrer el

laboratoire clinique
Se ref6rer d un manuel de proc6dLres d 3

Rd$ultats attendus
L€rs valeurs moyennes et lers d standards indiqu6ers sont Fonddes sur

devraient 6tre d l'int6rieur de
repr6sentent des estimations

valle attendu Les inlervillles attendus listes

Variation entre laboratoirort otJ entre apparerlsi

pour chaque paramdtre La vzll entre laboratoires est en gendral alirlb!e€ a

j m6thodes de r6f6rence .ltilisant des apparc;,s
de rdf6rence utilisant des proc6dures
es du sang, Les valeurs obtenues sur es sar (ls

duremenl a la date d'expiration du procluil

analyses cons6cutives solent effeclttees l;trr utl

l)our chaclue cat6gorie cl8 sang afrn d'eLal)lir a

la calibrage de I'instrument, la

marque des rdactifs. Pour cette alson, les valeurs indiqueos sont des vale!r s

repdres n6cessaires pour le c el ne siont pas des dr)nnee5 abso.'cJ , . .l
la calibration Les valeurs et les attendus pour ios aoparet s (lur n€

sont pas list6s sur la feuille at'on ooivent dtre deterrnincs par lt.ti is;rleL t

et la lechniqurl d'exploitaliof cL ir

ll et;t recommand6 qu'au moinli
appareillage correctement calrt.
moyenne et l'6cart type

Danger et prdcautlons
Danger: substance biologique dangereuse. L€s sangs oo

con(rdler sont uniquement Dour une utilisation en diagnostic in vltro par

des oersonnes experimentdes Les composants de sang humain cle

d6pistage n6gatif conctrrnant les anticorps
antigdnes HBS, mais doivent cependant clre

t inFectieux lSuivre les nremes
prricautions qu'avec des de sang humain lors de l'utilisation et dt'
rejet des 6chantillons Ne Pas ni ing6rer, Eviter de pipetter les

6chantlllons directement avec la

l
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Lorne Lab

has been olassi

and is in cpnfo
standards:

Eddy Velthuis
Technical Director

LORNE
LABORATORIES

DEC TI NFO

s Ltd declares th the following vitro dia stic reagent:

the essential
as non List A, rn List B (Directive 98179

irements and provisions Directive
, Annex il)

uropean Parlia t and of the Cquncil (also 2002
sposes the requi c).

with the nati ised

tn acco with

respon ility of Lorne

re oerformed

ed under the
April 2016.

Catalogue numberProduct name

LE Latex test
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We, "Dia.Pro Diag c Bioprobes S.r.
Giovanni (Milan) , Italy, authoriz

GLOBAL B MARKETING G
65, Oficiu 607Str. Tighin

MD-2001
REP. MO

ISINAU
OVA

J
T

We, Dia.Pro Diagngstic pioprobes S,r"l sh
cROLJP - MOLDOVA SRL with all products
Agreement" rev,0117 vEllid until 31-Dec-.
between both partigs for an additional peri

nt tl-re supply of all aw{rded tenders unril their
f has to be provided to Dia,Pro by the distributor
A 5KL.

Date: Mitan, 31-]January-2018

Dia,Pro Diagnostic Biopr]obes S.r,l will g

natr-rral expiry, of which a documental prr

GLOBAL BIOMARKETING GROUP _ MOLDC

as our exclusive
in various tenders

Sincerely yours,

distri for the te
with ia.Pro ELISA
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CERI'IFICADO D,

de acuerdo con el Anexo I

EC DESIGN-EXA
in accordance with Annt

PNONNOCNEXTENSION
l'echa de riltima pr6rrr

I EXAMEN CE DE DISEN
V, punto 4, de la Directiva !){

I,IINA TI O N C E R TI F I CA T E
x IV, Section 4, Directive 98/',

- Fecha inicial/ Initiql date:11,
Eal LcLst e:vtension date: 27ll1l2(

tn'c
212003
J

Certificado nolCerfficate no Fecha

200312 0390 ED DesdetFron

de v ilidezl D ate af validitY

lgllllztll$ HzstalTo l9t
ON n"/NB na

1U2023 0318

A favor cJe lln fuvour

.F abr i c a rlte I ![qf t u]fu CIA! e r :

Nombre/Nar t e : DlA. Pro Diagnostic Bioprobr
Direcci|nlAdtlress: Yia G. Carducci , 27 -2009
Representan te autorizado ant e la UEI Autho ri

s S.r.l.
- lieslo San Giovanni - Milano
edEltqUeplnlative.:
n

Italy).

Nombre/Nanre.' Idem Direcci6n/Address.' [de

Para el orcductolFor the

C ategoria I C at e g o r! : Produ cto s S anitario s p a ra
Grupo genfiricolGeneric ,group; Diagn6stico de ,

TipalTvtt<t: Especificados en Anexos de este Cer

)iagn6stico "In Vitro" I In Vitro
nfertnedades rlnl'ecciosas I D iagtr

ificadalsoeci/ied in Annexes' to tLt.'

)iagn os ti c Medi ca I D et,i ces
,;tic of infectiotrs disea,ves

Certilicate.

Elaboradlo enl In the facilities :

Dia" Pro'lDiagnostic Bioprobes S.r.l.
Via G. Carducci.2T -20099- Sesto San Giovat ni - Nlilarro (Italv).

Este certificarJo debe ir acorqraiiado por el ce

2003 12 0388 CTI Thi,s certilicate ntust be

Certifica,te I1" 2003 l2 0.388 CT.

Este certifica<lo es consocuencia de la evaluaci
expediente N" 2003 05 0240, y garantiza que el

la Directiva/ '.|-his certili<:ate is issued on the as

N'2003 ()5 0),40, and guarantees that the desi

Directive.

Madrid, '19 d

ITECTORIA DE LA AGENCIA ESPANOLA ]

Fdo. M"

lo digitalmente po : Agencia Espzrfrola de lvledicamentos y Prodt

de lajrma: 19/1 1 12018 __
conrprobar la aut€rnticidad del documento en la aplicacion Locali

iiEo ELEcTFAlfgq ]
'18@aemps,e:;

ificado Clll de Sistenra de G
:c'ornpanied by the EC Full

rn de la docuntentaci6n tecnica ,

diseio de 1os productos descrito
es,sment o.f the design docuntent
y o.f'the cleso'ibed products ./uli

noviembre de 2018
E MEDIC,AMENIIfS Y PROI

re

d tr espartojtr 
eie

W ffi mentrrg .. 'os ys sanitarjos

s(is Lamas Dlaz

os lianilarios

dor de la Web de la AE:MPS

de2

M0 NoTIFICADO 0318

rntia de Calidad l'otzil N'
)ualiry As,surct n ce. S),,sle nt

Jel disefro conterrida en el

s curnple los requisitos cie

'tlion t'ontaine d itt dossict'
'il the recluirement,s ofthe

UCTOS SANITARIOS

Localizador: 62Y62AG59D 
I

C/ CAMPEZC, 1 - EDIFICIO 8
28022 t\4ADRlD

(+34) 902 1O1.322 l(+34\ 91 .822.59.97
Faxl (+34) 91.822 52.89

I 
Firmado digitalmente po

fFecha de laJtrma: 1 9/1 1r

Puede conrprobar la au[€l

EEiEo ELEcTFA1r9

on03'18@aemps,e:;



Afavor delfn

Clasificaci6n lClQssification: Listt A, Anexo II

Reactivos y prqductos reactivos para la d
humanas de marcadcires de infeccitin p

enzimdtica (ELISA)/ Rbagents and reactive pr
in human speciniens oJ'nrurkers oJ Hepatitis

[NANDO:IVD 0203]

HBs Ab ELISA cualitativo-cuanl.i

SABICE (96 tests)

Este cerl;ificado ampara todas las marcas
declaraci6n de conformidad. I This cerli/i
manfficturer in his declcvation of conformity.

Madrid. 1S)

DIRECTORA DE [A AGENCIA ESPANOLA

MUJ

Puede comprobar la aulenticidad del dodumento en la aplicaci6n Localiz

trBl-rEgeE_*-d*-_l
on03 l8@aemps.es

CERTIFICADO

TNATION CERTIFICATE
trV, Section 4, Directive

Fecha iniciall Initial date: ll
echa de fltima pr6r La,st extension /ate: 27ll

noviembre de 2018
MEDICAMENTOS Y PR

productos reactivos, ca y rnrateriales de control
I Reagenls, and reagetrt Pr calibrator,s and contro I

I]XAMEN CE DE DISENO

, punto 4, de la Directiva g8l7|lcts'
de acuerdo con el Anexo

EC DESIGN-EX
ifi accorclance with Anr

PRORROGAIEXTENSIOI 212003

J

vour

e estos productps incluidas por el fabricante en su

cover,s all tradenitqrks o.f these products includetl bit rhe

s Lamas Diaz

de la Web de la AEMIS

de2

MO NoTIFICADo 0318

CTOS SANITARIOS

Localizador: 62Y62AG59D

C/ CAN/PEZO, 1 . EI)IFICIO 6(,/ uAlurtr4u, | _ trlflFlulu o
28022 MADRID

Tel.r (+34) 902.101.322 /(+34) 91 822 59 97

ON n"/NB zo

ru2023 03x8
d e v alidez I D at e of v a li dity

L9fl.ll20l8 Hasta/To I
Certificado no,lCertilicate no Fe

200312 0390 ED Desde/

Sesto San Gioyanni - Milario (Italy)'

F abri cante I M anu fa ctil. r er :
Nombre/Narz eiDia. Ppo Diagnostic Bic
Dir ecciiin I A d diess.' Via G. Carducci, 27

Nombre/ly'arn e,i Idem Direcci|nlAddress: I

Firmado digitalmente por Aggncia Espafrola de Medicamentos y

Fecha de la flrma: 19/'l 1/2018

iva I E LI SA qttalitative- Quanlitative

Fdo.

322 | (+34) 91.822.5s.s]
Fax: (+34) 91,822.52.89
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CERTIFICADO D,

de acuerdo con el Anexo I

EC I'ESIGI\T.EXA
in accor,rlance with Arutt

PRORRO(] AIEXTENSION
Iiecha de riltima Prirrrt

i#ftH",'.t:1" ffir':;:;' :'r,;i,liii,,:i

I II],XAMT]N CE DE DISEfrI(
V, punto 4, de la Directiva 98

II'fi NA TI O N C E RTI F I CA TE

r [V, Section 4, Directive 98/i

- Fecha inicial/ Initial date: 11l

s.al Lct,st extension date: 27 I I U20

I

179lct"

'9n'c
1212003

13

Certificado nolCertiiicate no Fecha

20113.12 0393 ED DesdetFron

de v alid.ezl Date af validitY

19 llll2(ll8 Hastal To l9t
ON n"/NB no

rU2023 0318

A favor de lht favour
F abricantel M anufact u r e r :

Nombre/Narte: DlA. Pro Diagnostic Bioprobr
Dir ecci6nl Address.' Via G. Carducci, 27 -2009
Representan te autorizad o ante l4 UEAq! holi

s Si.r.l"

- Sesl.o San Giovanni - Milanrl
e d E Ut tCptCSt!! etiv e.:

n

(Italy).

Nom b r e/Narr e.' Idem l)ir ecci6n I A d dress.' [d e

Para el ot'odttctolFor tlte
Categorial Caf egorJ) : Productos Sanitarios para
Grupo gen 6rico I Gene ric g ro u 1t ; Di a gn 6s tico de

TinolTvoe: Especificados en Anexos de este Cer

)iagnristico "In Vitro" I ltt Vitro
nfermedades infecciosas I Diagr
iltcadalSpecified in Annexes to th

) ia gn os ti c Mecl i.ca I D e v i c e.Y

stic o.f in/bctious dis'ca'ses

Certifica te.

Elaborado enlht the facilities:
Dia. Pro Diagnostic Bioprotrres S"r.l.
Via G. CardrLrcci.2T -20A99- Sesto San Giovat ni - Milarro fltalv).

Este certificado debe ir acotrrpafrado por el ce

2003 12 0388 CTI Thi,g certificate nn'tst be

Certificate N" 2003 12 0.388 CT,

E,ste certificarlo es consercuencia de la evaluaci
expediente N" 2003 05 0240, y gararrJ:iza que el

la Directiva/ '.fhis certiJi<:ate is issued on the as

N" 2003'05 0)40, and guqrantees that the desi

Directive.

Fdo. Mu J

" 
rr;r.". *,*tr.., a*"",;"r"r."*t t *;

de la Jlrma: 1911112D18

"ornprou", 
r" **io[o o" ooo,n "*" * r" ro"*r" L"."r"

Madrid, 19 d
ITECTORA DE LA AGENCIA ESPANOLA I

lCeq'EqIBA!{,q]
1B@aemps.es

Pdgina

tificado Cll de Sistema

cc'ompanied by the EC

rn de la docunrentaci6n tdcnica ,

diseflo de 1os productos desct'ito

essmqtt o/ the desigtt docuntenl

in of the clescribed products .t'itl1

noviembre de 2018
E MEDICAMENTPS Y PROI

sb
FE ;,r",,;?,9ia_ 

es pa nora cf oF H ',,€(rt(lanlnns
E ff Frroduc*;;;;;i;;",1

s Lamers Dlaz

)s Sanitarios

lor de la Web de la AEMPS

de2

M0 NoTlFlcADCr0318

deG
Full

rntia de Calidad l'otal N"
)uality Assurance Sy,stent

iel diseiro contenida en el

s cumple los t-equisitos de

ttion t'otrtained in clossicr'

'il the recltLirentents of tlte

UCTOS SANITARIOS

Localizador: OJECl8290C8 
|

O/ CAIVPEZO, I - EDIFICIO 8
28022 IVIADRlD

l+34\ SO2- 101 322 l(+34) 91.822.59.91
Fax: (+34) e1.822.5? Bg

I 
Firmado digitalmente po

LFecha 
de la fnna: 1 9/1 1
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productos reactivos, cali 'es y materiales de control
calibrators ttnd control

inaci6n, confirmaci6n y puantificaci6u en muestras
Hepatil.is f), mediante t6cpicas de Inmunoabsorci6n

for the detei,"ntination, c o rlfi rn atiort a n r.l c1 tta n tifi c.'a ti o n

infectiotr, by Enzvnte-I inked inltnuttosrtrben l u,s'ray (EL|5,4 )

qualitative

Tipo de producto I Detlice fype: Reactivos y
para el diagn6stico de qnfermedades inf I Reagetils, und reagetrl
ntater ial s .for d iagno s tic ti/' human infecti ous di

Clasificaci6n lCldssiJicatiou Lista A, Anexo II List A, Attnex II

A favor de/Ir

echa de riltima

Reactivos y productos reactivos para la de

humanas de marcadores de infecci6n po
enzimdtica (EI,ISA)/ Re,agbnts and reactive ,
in hunmn specintens of inarkers of Hepatitis

Madrid, 19
DIRECTORA DE I.TA AGENCIA ESPANOLA

INANDO: IVD 02031

HDV Ah ELISA cualitativo I ELISA

- DAB.CE (96 tests)

Este certificado ampa4a todas las marcas e estos productos incluidas por el fabricante en su

covers all tradentarks of these products included by thedeclaracirin de conforrnidad. I This
nmnufactttrer in h,is declciration of conforniU,

noviembre de 2018
E MEDIC;AMENTOS Y PRODUCTOS SANITARIOS

ELECTRONICO

on0318@aemps.es

M"J sus Lamas Dlaz

de la Web de la AEN4PS

2- C/ CAIMPEZO, 1 .
280

Tel.: (+34) 902.101.322 l(+34) I
Fax: (+34) I

NOTTFICADO 0318

ON n''lVB aa

ru2023 0318
de v alidezl D ate of validity

l9llll20l8 Hastttro I
Certificado lnql C ertifqcale nole no Fech

2A03 12 0393 ED Desde/

Sesto San Giovanni - Milanp (Italy).
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