
Formularul ofertei (F3.1)

ia l,lr.: 21004340

iva Nr.: nu sunt

Centrul pentru

-M{-D"SRL decl

chizilii Publice Centralizate in Sdndtate

Au fost r:xaminafe qi 1u existd rezervdri faj6 de documentele de atribuire,

b) "GBG- SRL se angajeazd sd furnize:zelpresleze, itr conformitate cu docurlrerrtele dc

atribuire gi c$ndiJiile stipulate in specificafiile tehnice gi pre!, urmdtoarele bunuri Ei/sau servrcrr

mul Nalional de prevenire gi control HIV-SIDA 9i ITS, colrfortl.t necesitdtilor

IMS P Spital{rl Dermatologice ;i Maladii Cornunicabile pentru anul 20I 9,repetat

) Suma totald a fir[ TVA constituie: 155981,00 Lei, fara TVA

[una sutd cincizefi gi cinci mii nouS sute optzeci 9i unu] Lei 00 banr'

Suma lotald a cu TVA constituie: 181177,20 Lei, cu TVA
[una suta optzeci gi gapte mii una sutd Eaptezeci ;;i gaptel Lei 20 bani'

Prezenta ofertb'fa rdmirre valabil6 pentru perioada de tirnp specificata in FDA4.8., incepitrd cLt

data-limitd pentrfr depunerea ofertei, in conformitate cu FDA5.2.,va rdmine obligatorie 9i va putea

fi acceptatd in orice moment pind la expitatea acestei perioade;

Nu sintem in nicl un conflict de intet'ese, in conformitate cu puttctLr I IPOS'4.
Compania semnftard, afilia{ii sau sucursalele sale, inclusiv fiecare paftener sau sLtbcotltractof cc

f'ac parte din coniract, nu au fost declarate neeligibile inbaza prevederilot' legislaliei irr vigoarc saLt

a regulamentelor]cu incidenfd in domeniul achiziliilor publice, irt conforrnitate cu punctLrl IPO5.5

: Tudor Ceaicovs

litate, de: director

tul: "GBG-M RL

. Tighina 65 of.607: mull. Chisinau,

: "1 [-18" februari 2019

februarie 2019



co me rc io l, co nfid e nli o l,'

,I}i|IATB
: Centrwl pentru Achizilii pubtice Centralizate in Sdndtate

l\fl oldorrra Ag roindlba n k
Chisindu, str. Korolenko, 2/l
:141660ffi00212

februarie 2019
GARANTIE DE OFERTA Nr. CA d.

mun. tChigindu

207)9,

Ga rp rr

r:azill r

cu lrpgi

L , :tt,,trVloldova-Agroindbank" s.A., cu sediul pe str. constantin Tdnase 9f 1., nrun.Chigindu, lvlD-2005,

:lli]5i YiP::t lYll:'rj 9:_'1.:ljt:are de stat - codur riscar 1002600003728 (numit in continuaret"f'-'11.1 'v'_r'ruuvcr, rrurrrdlur qe loentlllcare de stat - codul fiscal 1002600003778 (numit in continuare
P;1f3nt") 

a fost inform;rtd cd "GBG-M[D" 5.R.1. cu sediul pe str. Tighina nr. 65, n.,rn. cr,i5indu, Itepublica

ll]:5',!il1l*i"l::,?l'::?:: 3:^::i:,*::11.1"'1'"'..1': 
aoonlszz lnumit in continua,re ,,c,fertant")rv!rrL //\,rtgttottL /-'aza sd ?nainteze oferta cdtre Beneficiar la data de l-8 februarie 2019 (numitd in continuare,,,ofertd,,)

':,:j.:'t:1"^]::_t-1-:llii,l:","i.medicare conform programurui Nafionar de prevenire 5i contror HrV-gi l1's, contorm necesitdfilor IMSP 5prtalul Dermatologie 5i Maladii comunicabile pentru anul 20193t, c6;1fern'' invita!iei la licita!ia publicd nr.21,oo434o din 1g februarie 2019
La (]ererea ofertantului, noi, Garantul,, prin prezenta, ne angajdm in mod irevrrcabil si va pldtim oricesau sume ce nu derpd5esc in total suma cle 4.000,00 (patru mii,00) MDL, la primirea de ciitre noi aisolicitdri scrise 5i semnate de persoane iautorizate rJin partea Beneficiarului, inso!it6 rJe documenterJs, J\rqrs ,f ururzdLe urr parrea benerrcrarurul, insotitd de documente

I"j::.::l:::t i': cazului garantat, cu specificalia in soticitare a faptutui, cii ofertantut inr:atcd unai nnulte dintre obligaliire sare referitoare ra condi!iire ofertei, gi anume:
retras Oferta in tirnpul perioadei valabilitd[ii Ofertei; sau

todificat oferta du6rd expirarea termenului-limitd cle depunere a ofertelor; sau
d anunfat de cdtre Beneficiar, in perioada de valabilitate a ofertei, despre acljudecarear contractului:

€gur3dzd sau refuzd:;d semneze formularul contractului;
nu accepta rectifi<:area erorilor aritrnetice, efectuatd de cdtre grupul de lucru, erori depistate inrtd in timpul examindrii ei; sau
e5ueaza sau refuzd sd prezinte garanlia de bund execufie, dacd se cere conf<lrm condi(iilor licitaliei,nu el executat vreo condilie specificatd in documentele de licitafie, inainte de semnarea conl,ractului

ach i,zitie.

Aceastd garan!ie va expira in cazul apariliei uneia dintre urmdtoarele situa!ii, oricare dintre acesteareniprima:

:,::]T:.""i:_:^*:: ,:.:]=. 
.:f':,i instiinldrii privinrJ adjudecarea contractutui ofertantutui 5i dupditerr:a Garantieide bund exercu!ie eliberatd cdtre Benerficiar la solicitarea ofer.terntului; sau

f::lli:lTlj,-l: .,,: u:t.t1, a copieiinstiinlarii desprre numere artui cistigator, fie ta er:pirareanului de valabilitate a ofertei tlepuse de cdtre ofertant in cadrul ticita!iei;
xpirarea rermenului indicat mai ios.
zen[il garanlie intrd in vigoare la data rJe n8 februarie 2019 $i este valabild pind la data de 17 iunienclursiv.

'rln llrmare' orice cerere sau platd in conformitate cu aceastd garanlie trebuier receplionatd cle cdtrela c,f iciu pind la data respectivd,
icr: litigiu apdrut pe parcursul

Vicepregedinte al Comitetului der Conducere
aI BC "Moldova-Agroindbank" S.,A.

Carolina Semreniuc,
Co nta bil-Sef a I BC " Moldova-Agroincl ba nk,, S.A.

BC'IVIOi DOVA ,A(iROINDBAN (' :J.A
5| Constantiit l-dnase 9/1, lvlt)-2005, trruD Chitjn;u, Reptrblica ir/oldova
Numarul inreclir;trarii cle stai r 002 b00 003 77'8 i\.4;rimea rapirarurui sociar - 207 526 800 reiNum-^le Pr ersecli n tel ui Corr it:et:u lu i cle Condrrcere _q erg hei Cetro tar i
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lil a operatorului economic (F3.S)

icit al "GBG-MLD"SRL (denunrirea operatorulLri
r pe propna rdspundere, sub sancfiunea excir,rderii
licabile faptei de fals in acte publice, ed t1u mi allLr

liile publice nr. l3I din 03.01 .201 5, r.espectiv ?n

tivd a unei instanlejudecdtoregti pentrLr
pentru corupfie, fraudd gi/sau spdlare de bani.

lete gi corecte in fiecare detaliu gi inleleg cd
ul verificdrii gi confirrndrii declara{iilor, orice

icit al "GBG-MLD"SRL (deDumirea operatoru lLri

ocedura de licitatie publica nr.21004340 pentrLr
iect achizifionarea necesarului Prograrnr-rl Nafiorral
sitdlilor tMSP Spitalul Dernratologice gi Maladii

l,repetatla data de I l- I 8 febrLrarie 20lt9,
ate in Sdndtate pentru , declar pe propria

m inlrat in faliment pa unnare a hotdrArii judecdtoregti;

m indeplinit obligafiile de platb a impozitelor, taxelor gi contribuliilor de asigurdri sociaro;

t fost condamnat, ir1 ultimii 3 ani, prin hotdr6rea definitivd a unei instanle judecdtoregti, peutru o
care a adus atingere eticii profesionale sau pentru comiterea unei gregeli in nraterie profesionald;

inforrna{iile gi doc{mentele prezentate pentru procedura de achizilie men{ionatd mai sus supt
ice ;,i autentice;

ntem inclusi in Ljsta de interdictie a operatorilor economici.

atul declar cd iriforma{iile furnizate in scopuldemonstrS.rii indeplinirii criteriilor de calificare si

ita, in scopul verifichrii gi declaraliilor, orice docurnente doveditoare de care disoLrrr

ca in cazul in care aceast[ declaralie nu este conformd cu realitatea sunt pasibil de incdloarea
,riior legislaJiei penale privind falsul in declaralii.

pletdrii: I 1 -1 8 februarie 2019

economic,

-MLD"SRL

tl-

'I



larafia privind conduita etici qi neimplicarea in practici frauduloase gi cle c:orupere (F3.4)

: "l l-18" februarie 2019

fiaNr.: 21004340

: Centrul pentru Achizi{ii Publice Centralizate in Sdndtate

-MLD"SRL confirmd prin prezenta cE:

Nici unul dintre angajafii, companionii, agenfii, acJionarii, consultanlii, parlenerii
sau asociafi ai lor nu este in relaJii care ar fi putut considerate ca un conflict de

nogtri sau rudele
interese, conforrrr

care, eventual, ne va fi ad.judecat
un fel de plafi catre anga.jalii.
rudele lor, care sint ilnplicaqi in

contractuale iu nurnele aLltoritdti i

prevederilor din documentele de atribuire.
ln oazul in care vom afla despre faptul unui conflict potenfial, vom
respecti vd cltre autorit atea contr actantd.

rapo(a imed iat inforrra{ia

Nici unul dintre angajalii, companionii, agenfii, aclionarii, consultanJii, parlenerii nogtri sau r-udele
sau asocialii ai lor nu a fost angajat in practici de corupere, escrocherie, complotare, constlingere
sau alte practici anticoncurenfiale in procesul pregdtirii oferlei din cadrul pr"r"rit"i licitalii, conform
prevederilor din documentele de atribuire, punctul IpOl0.
in legdturd cu procedura respectivr de licitalie gi cu orice contract
ca rezultat al acesteia, nu au fost, nici ltu vor fi efectuate nici
companionii, agenlii, acfionarii, consultanfii, partenerii nogtri sau
achizilia pLrblic6, implementarea contractului gi aprobarea pldjilor
conlractante.

Tudor Ceaicovschi

in cadrul companiei: director

irea companiei: "GBG-MLD"SRL
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comercic

a
I

Prin prl

001175{

aicovschi,
al l5.R.L. ,

r. Chigindr

zerlta, E

2) rJispun

BG-MLD"
str. Tighina, 65,

/8e?8 /F saa€6
d8"s.(, o{,A+3

CERTIFICAT

"Moldova-Agroindbank" S.A, confirmd cd,,GBG-MLD,, S.R.L.

de urmdtoarele conturile curente:

Numiru contului cureflt, cod IBAN Valuta
M D]-AAG 0000022s184801542 MDL
MiD64AG )00000225 1 448A7542 EUR
MD81AG )o00000225 1L677935 CHF
MDTOAC )00000022s L1,393244 UAH
MD17AG )00000225114804s42 RUB
MD62AG r000002251_94802542 USD
MD39AG 00000022513059s83 GBP

tLrl est

ts"'ofl

Vict'icilur
Vicepreigr

al BC"Mc

x.: Vicioria
el.: 022-22-

el i berat

lt,

as

-t o r€s cu
4.n- R',l

DC-r,40Lcol
Sii, {L-n5tr*

i\um"iuiinr,
*_Lliteie Pre:

ntru a fi prezentat la destinalie.

AGSOrt\tBsE 
^,',{" 

5.n _

enk

(rDNO

iD rns
ll::-1ai

.lf,fr' :l'i i
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STAT
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AGENTIA SERVICI PU.BLICE
Departamentul inregistrare gi lir;errliere a irnitalilor de drept

BXTRAiS
din Re,gistrul de stat al persoanelor juridice

Nr. 399048 data 0.3.12.201E

umirea completd: Societatell cu Rispundere Lirnitatd "(GBG-MLD"
umirea prescurtatd: " GBG-IULD" S.R.L.

juridici de organizarq: Societate cu rlspundere limitati,
ndrul de identificare de stat lii codul fiscal (IDNO): 1003500f 77582

inregistrdri i de stat: 06i01,1995
ul de constituire,: nou creatri.

iul: MD-20t)1, str. Tighina, 65, mun. Chiqiniiu, Republica Moldova.
tul princip,al der activitate:

omerful cu ridicata al produselor farmaceutice
ercetare gi dezvoltare in ql:iin{e fizice gi naturale
omerful cu amiinuntul al ;rroduselor farmaceutice gi de parfumerie
roducfia echipamentului dle control pentru procer;ele industriale
ractica medlicalI
abricarea utilajului medical gi chirurgical gi a dispozitivelor ortopedice
roducfia de aparatura gi irrstrumente de miisur[, verif icare gi control

nsporturi rulier,e de mirfuri

.alul social: 54t00 lei.

inistrator: CEAICOVSCEII TUDOR. IDNP 0971 601546960

OLEVA VE)RA, IDNP 20000481014'73, cota i08 lei, ce oonstituie 20%

EA I COVS (:HI'I'UDOR. IDNP 097 | 60 | 5 46960. co ta 5292 Iei. ce constitui e 9 8Yo

ficiar efectiiv:
CE,A,ICOVSCFII. TIJDOR, IDNP 0971601546960, c<>ta - 98oh

ntul e>rtririi este eliberat in temeiul art,34 al

ind inregistrarea de stat a persoanelor juridice gi

Lep1ii nr.220-XVl din l9 octornbrie 2007
a lintteprinzdtorilor individuali gi confirnrS

"'/ {' {. rr,' o i^ n',,r,, o ns r a n t i n

cu caracter petsc,nal. Operator: LP. ,,Agen1ia Servicii Publir:e", f O 00000j9



Anexa nr,7 la Instluctirrrreir
aprobati ltlin ordinLrl [].'t,g

nr'. 400 din l4 rnartic 2(l l4

CC 04 A,I-

Nr.
J\S

privincl lipsa sau
CERTIFICAT

existenfa restanfelor fafi de bugetul public nafional

Al9C 5835 07.02.20\9din
OT

L,$/

ExecL

na[^f / Iloly.ta'relu

despre contriltuabil / Hnsopvarlar o HaJtofonrarenbr{HKe

alea lipsei sau existentei restan{elor conforrn datelor Sistemului Informationa I Autonal:.izat IpxAeHHe orcyrcrBl4t prJru HanuqvJt HeAoI4MKtr corJIacHo AaHHbrx Aurolrlaru:r.rpoeaHHofi 14Hr[,oprranqs9s1.,o,i

T rrdrr,il. Pa\T\'\RID'J L I\f
Nuntclc $i ll cnllnclc/drarrrrrrrr rr rrrrr

!!aiqscu-Lungu'le]: 82.34-33
r!umetc.$l I)i cnunrele,Onrrilrrrl rr rrrrq

eKras din sist<:mul Informalional al sFS sIA,,contul urental contribuabilului"ll0T.o2.2olg ora 16:z::01a prevederilor pct, B2-83 ordin IFPS nr,400 din 14,o 2014 (Monitorut ori,iiJn-zttz99, 28.03,2014)

participale la p,r.oceduri de achizttii publice

l3odul fi.scal/ Nunrir.rrl dc irlcntificarc
<DIicral slttil J(0./l / 1,1/tcf t.t I r(l)t I Ka ut tolJ I j t,t ll I loNJCJl

secliului de bazi (strada, numlrul) Codul - Denurnirea locfltifirii
cTl o Run f^ocroBHofo Mecropactrono)keHlrr (yrrrqa, uovep) l(oa - HaHNreHoea,,ra ,,oa"na,,,,oro ,,\,r,o-.u

O I 3O-SEC].CENTRU

1003600117582

na m.65

a emitelii pr3zentului certificat restanla la bugetul pu J, 
^"ryr4 

.AaHHofr' cf,lpaBKH HeAoIrMKa neper Harlr4oHanbHrirM ny6nHrrHbrM 6roAr(eroM cocraBrrrrer:

Nola( 1)



NDATORILOR "GBG.MLI)'' SRL

TUDOR.CEA COVSCHI - B.I. - A 03148654 din 13.08.09, of.03

COLEVA VE - B.I.- A 48058559 din 14.06.2000. of.48



GLOBAL BIONIARKITING GROUP . MOLDOVA

Re

str. Ti 65, of. 607
tel/fax.

Moldova
indu 2001

73-22) s4-91-21
73-22) 54-73-73
73-22)54-91.,20

Rechizitele bancare:

Cod fiscal/Cod TVA; 1003 6001 17 582/0tt0 5086
B C " Mo ldov a-Agr o indbon k " SA

filiala M.Entinescu
cod: AGRNMD2XB64
c:ont : IBAN MD06AG0 00(t 0 2 2 5 1 7 4 80 I 2 67 5

mun.

tel
tel.l,

ISO 90t01:2008 All Cert Svstems. Certificat Seria C Nr. 02041

ublice Centralizate in Sindtate

In atentia grupului de lucru achizitii publice

LP 2I

Declarafie

Prin prezenta,"GBG-MLD" SRL care participa la Licitalia Publicd nr.21004340 ctin
8 .02.19 privind rcaIizarca Programul Nafional de prevenire Ei control I{IV-SIDA si I'fS,

necesitdlilor IMSP Spitalul Dermatologice gi Maladii Comunicabile pentru anul
,repetat vd comunicd urmdtoarele:
fi prezent certificatul de origine pentru produs la momentul livrdrii fiecdrei tranqe,

ul de valabilitate - C[tre ziuafurnizdrii mErfii beneficiarului nu mai pulin de 80% clin
I de la data producerii p6nd la data expirdrii indicate in certificatul analitic (certificzLt de

fi prezente instrucfiunii originale la test Ei traduse in limba de stat.
icitare vor fi prezentate mostre pentru testare.

G-MLD" SITL

GLOEAL BIOMAR.KETING GROUP - MOLDOV'A
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Gestione per la Qualit)
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messo in atto da
intplenlented by
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ITALCER
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MEUS s.r.l. 'yia

ROLL S.Fq.L.
K|MA S |r.L

VAcUTE:fST

Pr oduzione di
Progetlazione e

terreni di c
Com nrercializ;+az

laboratorio ana.fisi,

Italia

t+^ti-

piasti0il laboratorio €nalisi Stampaggio di materie termopla.$tiche ed iniezione per articoli medicali,

Design and
and urine sa

tlolcle rs fot v acu Ll,nl Design and prcduction of diagnosflc kifs for blood and biobgical liquids analysis Design and
ntedia for nticrobiology. Design and production of sterile needles and devioes for collectiort of
s. Trading of the prodLtcts of the Group: diagnostic kits, aulture metlia for microbiology, plastic

sl l,bes with precletennined vacuum and sterile need/es. Design and prodLtctiotr of moulds for plastic

laLtware. Injecticsn moulding of therntoplastic matetrials for medical devices

alla documenhzion€ dE Sisienta di Cestione per la Qualila aziendal6 per l'applioobllite dei requisiti della nornra dt riierimento,

RelerLolhe doDunenlalion o( lhe Qualily ManageneJtl Syslen lordelails al applicalian Io rolerctrc1 slat)(Jard relurcnenls

E CONFORME ALLA NORNIA i IS IN COMPUANAE WITH THE STAIVDARD

UNI CEI EN ISO 13485:2016
Sistema di Gestione per la Qualita I Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: f4 - 29

cli provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e utine
permicroprelievi di sangue Progettazioneeprodrtzionedi Holders(camicie) llerprelievosottovuoto
uzionecli kitdiagnostici perl'analisi del sangueedei liqLridi biologir:i Progettazioneepfoduzionedi
per mioobiologia. Progettazione e produzione di aghi e dispositivi $terili per il preltevo ematico.

di prodotti del Gruppo: kit diagnostici, teneni rli coltura per nricrobiologia, a(icoli in plastica pef

0on vuoto predeternrinato e aghi sterili Progettazione e produzione di stampi pet articoli in

of fest 1u06s with predetermined vacuum for'collecttiott of haematolcsgical santples, biological liquids
Productiop of fesl tubes for nicro-collection of haematological santples. Design and productioti of

p!nluali e aOOiornate circa evertuali vaflazoni interuenule nello sLatc della 0ertillcazione d' ctJi al pfesente cerijllcal0,

si prega dl contattare il n" lelefonico {39 02 725341 0 i0dilizz0 e'nail inlo@icim it

Fo( linely and up.daleJ ilornalian abaul any cf'anges in lhe cedilicalion slalus rclercd la iI lris.0e,4lfica/e,

please conlacl lhe Dunber r39 02 725311 at enailaddress inh@lcint it.

Emissione corente
Cufient issue

18101t2019

Data di scadeilza

Expithtg date

17 t01t202.2

Piazza Dorr Enrico Mapelli, 75r 20099 Seslo San Gjovanni (Ml)

=
O

O
c
o [1embr o d.gii dl Mutlo Riconosclmento EA, IAF e ILAC

M CrSq COm

CISQ a la Federa?ione ttaliana dl Oiganisni di

Certlllcazlon€ del slstemi da !eslion,: .rrlEnd6lr
CISQ ls the ltalian Fedaralion Df tn,)n.gettanl

systed Certihcation Bodies

sGQ f!o 004 A

gI
CERIIFICATO n,

CERTIFICATE No
SI CERTIFIOA CHE IL SISTEMA DI GESTIONE FER LA QUALITA DI

WE HEREtsY CERTIFY THAT THE OUALITY MAIIAGEMFNI SYSIEM OPERATED BY

GRUPPO VACUTEST KIMA
Sede I Head Oftice

Via dell'lndustria,12 - 35O2O Aizergrande (FD) - ltalia
UnltA OpeiatiVe I Operative UiitE

eonardo da Vjhci, 248 - 26 * 28 - Zona Industriale Togllana - 35028 Piove cli Saceo (PD) - ltalia
MEUIi S.r.l. - Via dell'Jrrdustria, 2 - l6 - 35020 Arzergrande (PD) - ltalla

Via Leonardo Da Virrci, 24A-Zona lndustriale Tognana - 35028 Piove di Sacco (PD)

- Via Leonardo da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di 6acco (PD) -

ACLITEST KIMA S.r.l. - Via dell'lndustria,12 - 35020 Arzergiande (PD) - llalia
IMA S.r.l. via L Da ulnci,22 Zona lndLrstriale Tognana - 35028 Piove di Sacco (PD)

Cl$Q is a member of

www, iqnel-cBftif ication oom

IQNet. the drso.iation oI lhe wo.ld'e filsl .tats
ccrtlfictlon hodktlt, lt lhE largest provhle. ol n'lndgenleni

systcn Cetlincdtior ln lhc vtatld,

IQNst is camposed gf more than 3l bodies aad.Dunts
over lSo Eubsldlarles alt aver the 4l.rbtl

wnw,icinr i

Slgnatory or L:/\f IAF lLAC t4utual Recognlt on Agre6ments
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ClSlf, is a member of

nrE tft FLN^lroiJit cEnlFrcAr0N HFn40nk

www.iqnel-certlFicB(ion com

IQNet, the 4sDciation o/ the {vol/d'.r t.sf r/a.tr
certification bodies, is the !trgesl provtder or mztNgenenl

sy!ten4 ccrtlnaaUoh ih the world
IQNet ie .ompottzd ol frore than 3A badies a^7 $unts

ovet I5P:tubslllarles oll Dver the 4loba

ww crsq com

CISQ i la Federazione llhli.na di 0.qanismr dl
Certiflcazlone del slstemi di gestionc ariend6lc
CISQ ls t,tra ltalien Frderation ol.).tr1ngeac.t

syste nt Cc r tlfic d tlo n E o c iE s,

4264t4

, - y"

SI CERTIFICA CHE IL SISTEfulA DI GESTIONE PER LA QUALITA DI

I//F. HEREBY CERTIFY THAT THE QUALITY MANAGEMENI SYSIEM OPERATED BY

GRUPPO VAGUTEST KIMA
Sede I Head Office

Via dell'lndustria,l2 - 35O2O Arzergrande (PD) - ltalia
Uniti Operative I Operative Units

nardo da Vinci,24B -26-28 -Zona IndLrstriale Tognana -35028 Piove cli Sacco (PD) - ltalia
MHUS S.r.l. - Via dell'lndLrstria, 2 - l6 * 35020 Arzergrande (PD) . ltalia

roduziorre cliprovette con vuoto predeternrinato ad uso prelievo enratico, liquidi biologici e urine.
per nricroprelievi di sangue, Progettazione e produzione di Holdefli (camicie) per prelievo sottovuoto

Design and production of diagnostlo klls for blood and bioktgical liquirls analysis, Design and
nredia fctr micrdtiology. Design and productio|t of sterile needle,s and devtc;es for collection ol

Ti'ading of lhe proclucls of the Grcup: diagno.stic kits, culture nedia for microbiology, plastic
tubas with predeternined vacLtltm and sterile needles. Design and produclion of rnould.s for plastic

lahware lnjeclion moulding of thermoplastic materials for nedical deylces.

Blla documErJlazione de Sisiems di Gestione per la Oualil, aziendah per l'€pplicabiliL dei requisili deila nornla di rilerinrent0
Relet Lo lhe docunenlalion ol lhe Qualily Managenent Syslen lar deldils al applicalion lo rolerence slandard requirenenls

d s0gg€lto al lispetto riel docurenl0 lCllul "Reg0lamenl0 Fer l€ cedilcazione dei $i€temi di gerjlione'e al relaljvo.schenra specifc0
cettilirale shall salisfy lhe rcquiornenls ol lhe lClM dacumenl "Rulea lorlhe cetlihcauon ol cotnpany managetnenl syslents' an(.l sf)eciqc Schene

puntuali e a0gi0male circa evont[ali variazioni intervenule nello stato della ccrlillcazicr]e Cr cui al presefte certfcato,
si prega di contallare il n" lelefonico +39 02 725341 o indirizzo ernail inl0@icim it

For ltmeltt atu rpdaled in[oma[ion aboul any changes in lhe ceriifoalion slalus re[etred lo In lhis cediliAle,
please conlacl lhe nunber +39 02 125341 or email addrcss info(Aieitr il,

ROLL S. Via l-eonardo Da Vlnci, 24A-Zona Industriale T'ognana -35028 Piove di Sacco (PD) - ltalia
Via Leonardo da Vinci, 22 -Zona Industliale Tognana - 35028 Piove di Sacco (PD) - ltalia

ACUTE,5T KfMA S.r.l- - Via dell'lndustria,12- 35O2.0 Arzergrande (PD) - ltalia
I(IMA

vAcurE:pT IMA li.r.l, via L. Da vlnci,22 Zona Industriale Tognana - 35028 Piove di Sacco (PD) - ltalia

E CONFORIV]E ALLA NORI\4A / /.S IIJ COMPT/ANCE WITH TI]E STANDARD

UNI EN ISO 9001:2015
Sistema di Gestione per la Qualitdr I Quality Managemenf System

PER LE SEGUENTI ATIIVITA / FOR I-HE FOLLAWING ACTIVITIES

EA: 14 - 29
ProgettazionP e

Produzione di oroVei
Progeitazione

terrenidic
clikitdiagnostici perl'analisidel sangueedei liquidi biologioi Progettazioneeproduzionedi

per rnicrobiologia. Progettazione e produzione di aghi e dispositivi sterili per il prelievo emalico
C o rlme rcializ;1az

laboratorio analisi
di prodotti del Gruppo: kit diagnostici, terrenidi coltura per microbiologia, articoli in plastica per

tte con vuoto predetenninatoe aghi sterili Progettazione e produzione distampi perarticoli in
plactic4 pe laboratorio analisi, Stampaggio dimaterie termoplastiche ad iniezione per adicoli medicali

Design and of iesf furbr:s vrith predeterntined vacuum for collec:tion of haematcilogical sarnp/es, biological liquids
and urine Procluction of test tubes for micro-collection of haematological sarnples DesiEt ancl production of

MEUS S

Holders for vact
pt'ocluctiott

haen)atologic.ll
disposab/e lal:wale,

Per

Data enrissbne
Flrsl issue

18t0'1t2qa7

sGQ l!o 004 A

0enrbro deQ I

Data di scadenza
Expiing dale

17 t01t202.2

dI FIULUO RICONO9CjMBOIO EA, ]AF E ILAC

gI
CERTIFICATO n.

CERTIFICAIE No.

Emissione conente
Ourrenl issire

18tO1t2019

Sianotory of FA lAfr ILA(: l'1,rlual Reco(nlljlon Agrcernents
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sistema di prelievo di sangue € altri $iquicli bEoleglci
mediante provette con vuoto predetermineto in plastica
*VACI.!TE5T KIMA'.

'VACUTEST KIMA" vacuunr blood and biologi,cal liquids
collection tubes in plastic.

*VACUTEST KIMA"
dispositivi diversi da quelli elencati nell'Allegato II della DireLtiva 98lV'9 /CE e s'm,i.

deviees ather then those mentioned in Annex II of the Directive 98/79/liC as anrcnded

teleforrir
p/tone'

acuts:stkiilrg, ii

DICHIARAZIONE DI CONFORMITA GE

EC DECLARATION OF CONFORMITY
conforrne allAllegato lII della Direttiva 9Bl79lCE "Disposltlvi Medico'Diagnostlci In Wtro"e s.nt'i'

arcorrlino ta Annex l'lI of tlle Dircctive 98/79/EC on "In Vitro Diagnostic lv'ledical Devices" as anirlrrcle.d

VACUTEST KIMA 5,r,1' - afticoli per laboratori anafisi

disposable Iabware

Via dellTndustria, 12
35020 Arzergrande (PD) - Italia

39-449'9720624 fax
fax +39-049*97 201.82 o"ttt :j;oi" 

itu info@,rucutestkima'it

dentifir
pro(,

n0T

ne dei prodofti
idcntlfication

iale
ndrne

re dr:i prodotti
classification

Si dichiara
responsabilitA che tutti i dispositivi sopraelencati rispellano le disposizioni applicabili cella Ditettiva

9Bl79lCE e s.mJ " Dlspositivi Medlco-Diagnortlci In Vltro"'
niaz-ione tecnic:r richiesta dall'Allegato lll della succitata Direttiva e comprovante il rispeilo dei Requisiti

cr-ri all'Allegato I della Direttiva, d corrsenuata a cura del Fabbricante

Hereby'we declare
rt sDonsibilittt that the above nientioned devices nteet'the applicaltle provisions of the Drrecfive 9'q//9/fc

as antended on 'Irr Vitro Diaqnostic Medical Deriices".

I the supportinr; c.locuments, as rcquired by Annex I1I, in order to prove conlorrrity to ihe E:;sential

Recluiremerrts as listed in Annex I, aro relained undertlre premises of the l"lanufactltrer

Arzergrande, 01/01/2015
Assicuratore Qualiti / Quality Managen

1 ,.t*1*i.,'

lr:hdr: .\,,ria ioli'ilCirat,rirs, \2 ^ 35C20 AilZtfl0nANnl (F0j i!ir iti - rl)'miliLr iq;6iqi) r"r;1;11i1;;1ii1

+,!!049i)i19543i 9720i82-tieg. lmp P;:rjo':a,Cuti.Fisi; oPlVA03,15rr1:t285-REAPIIJ;1ii:':t i-;rr';),,i -:r li

,- Giovanni Chiarin
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EDTA tubes - Kima

E:SII-
#1

f f*)l*AL-LJ IT1 U BES

13505

13520

DESCRIPTION DRAWING

K2 EDTA 1 nrl

K2 EDTA

K2 EDTA 
'lr'

W

CODE

01

COLOUR

| -,,^^,1^.LOVCI IUCI

PACKAGING LABEL

100 / 1C00 Pa;rer

LA2rlX

)

m

X

-lF

a.q

\*..e

9't i 3 
'2't3;3

SHELF.

LIFE

18,

months

r:c
I

i

Iw

18 100 / 1000

months

D^^-.,-r crpu I

Translucent 18 100 / 1000 Paper
t-.,-^-J--,^^-,^!l__

Utilizzafdo il sito, accetti I'utilizzo dei_co*okie da parte

nostra. st::gi-1i*ri ii:f*:irt',*:;i*,lri : Accetto i

-prelievo.-sottovu oto/provette]-sottovu oto-con-ed tal?frorrrsea rch = 1 11001http:i /www. kima. i1



15.02.2019

13560

13840

i30200

13148

613005

6130200

DESCRIPTION

K2 EDTA

K2 EDTA

K3 EDTA

X

0

m

X

3

JX

5

1m

K3 EDTA

K3 EDTA

K3 EDTA

K3 EDTA

K3 EDTA

K3 EDTA

Translucent

tavenoer

1B

months

JX

5

lm

lx

Black 1B

months

100 / 1000 D: n,. t

100 i 1000 Transparent

18

months

100 / 1000 Transparerrt

larranr'lar 1a

il sito, accetti I'utilizzo dei cookie da parte

nroggiori irlforfilaziorti I Accetto 
:

t
il
ert

Translucent

lavender

Lavendert
LavenderI
LavenderI

18 100 / 1000

months

P.ancr

18

months

100 / 1000 P:ner' -Y''

18

months

100 / 1000 Paper

Translucent 18 100 / 1000

Iavender months

Paper

100 / 1000 Papr:r

1in

2m

2m

K3 EDTA

1 3001

100 /1000 Paper

3i6
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Vollnrar

15.02.2019

13150

DEscRtPiloN DRAW|fG

K3 EDTA 3 ml

K3 EDTA

SHELF.

LIFE

18

months

18

months

18 100 / 1000

monrnS

18 100 / 1000

months

18 100 / 1000

monlns

18 100 / 1000

months

PACKAGING

100 / 1000

100 / 1000 P: n'.r

LABEL

D:nor

JX

5

tm

lx
5

tm

lx
5

lm

JX

t
lm

ix

X

)

m

X

X

,

m

X

3m

3ml

131100 K3 EDTA

13025 K3 EDTA

13136 K3 EDTA

K3 EDTA

13182 K3 EDTA

613010 K3 EDTA

K3 EDTA

K3 EDTA

tvI 18

months

100 / 1000

D: nar

D:nor

D;r no r

Pape,r

Transparent

3m

3m

3m

3m

3rn

4m

DNrk 9reen

f

erI

orP Paper

100 / 1000 Paper18

months

3m

18 100 / 1000

months

Utilizzando il slto, accetti

nostra. pxggiori ir:for

3

prel ievo-sottovuoto/provetteisottovuoto-con

100 / 1000 Paper
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11- AtlA LDFR SINGLE U5[

SHELF-LIFE

60 months

SHELF.LIFE

Utilizzando il sito, accetti I'utilizzo dei cookie da parte

nostra. t*;;;.t3i+;;r'i i*i*lt'*::eic:::: 1 Accetto

PACI(AGING

100 / 1000

PACKAG I N G

'00 / 1000

ESA holder single use - Kima

=

VA

ESA 1 T-IC

CODE

169018

hsr g'

5T
tKK

TE

ER

DESCRIPTION

ESA 1 single use Holder

ESA SAFE

CODE

16940

H O LDER

DESCRIPTION

ESA Holder witl'

r-uso-sin golo/?fromsea rch=esa
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Date:2015106

HI
Fourth generation Enzyme fmmunoassay

for the determination of antibodies to
Human fmmunodeficiency Virus or HIV

type 1&2&O and P24 HIV-I Antigen
in human serum and plasma

- for "in vitro" diagnostic use only -

DIA.PRO
Diagnostic Bioprobes Srl
Via G. Carducci n" 2"1

20099 Sesto San Giovanni
(Milano) -Italy

Phone +39 02 2100'/ 161
Fax +39 0226007126
e+rail: infb@diapro.it

REF I\,'COMB.CE
96/19214801960 Tests



Date: 201 510(i

of

Ths

yical evidence indicates that an lnfectious aoent
through intimate contact, intravenous drue ,"u or-ur"

blood or blood products leads io Acquired
iency Syndrome (AIDS).

T

affects T-cell mediated immunity, resulting in severe
and a reduced subpopulation of helper
Destruction of this TJymphocyte population by ihe

V US an immune deficiency, resulting in a reduced or

specl

This

UCTION

to subsequent infections.
infections become more severe ano mav causo
nl, there is no successful treatment for AIDS.

agent has been identified as a retrovirus, human
virus type 1 (HlV-1).
, but distinct type of immunodeflciency virus,
, has also been isolated, This virus causes El

drsease is indistinguishable from AIDS.
between HIV-1 and HIV-2 has been

SNOWN highlV variable from sample to sample.

HIV-2
y requires the inclusion of antigens to both HIV-1 ancl
screr:ning of antibodies to HIV-l and HIV-2.

The
antigen ln
HIV-2 dnd
transfusipn

c.
SynthetiQ
HIV-1 arjd

A. {,JSE
The a solid phase enzyme immunoassav for the in.vitro

of antibodies to all subtypes of HIV-1 and
HIV-2 I antigen (p24) in human serum or plasma.
This exclusively for ln vitro diagnostic use in an

1. Microptate fldnopLnrel
n'2 mlcroplates. 12 strips of B breakable we ls coated with HIV
specific 9p36, gp41 and 9p120 peptides and with a Monocronar
Antibody specifjc to the HIV-1 p24 Ag. plates; are sealed into a
bag with desiccant.

2. Negative Controt ICONTROLI
1x4.0ml/vial. Ready to use control. lt contains animal serum
negative for HIV antibodies and for p24 antigen, and O.1%
Kathon CiC as preservatives. The negative control js velow_
brown color coded.

3. Positive Gontrot HtV-1 Ab ICONTROL 1.1
1x4.0ml/vial, Readytouse-ionliol.-it?iltainsinactrvated
HIV 1 arrtibody por;itive serum, filtered HIV Ab&Ag negalive
animal serum and 0.1o/o Kathon GC as preservatjve. l'he
Positive Control is light green color coded.
lmportant Note: The positive control has been inactivateo usrnq
B-propionolactone BPUUV. Ihr's does not fullv ensure thZ
absence of viable pathogens, and therefore, the controt should be
handled es potentially biohazardous, in accordance with qood
laboratory practices.

4. Positive Control HtV-2 Ab ICONITROL Z]
1x4.0ml/vial. Ready to use control. lt coitainslnactivated HlV2
antibody posltive serum, filtered HIV Ab&Ag negative animaj
serum and 0.1% Kathon GC as preservatives, fhe positive
Control is dark green color cooeo.
lmportant Note: The positive conlrol has beer,, inactivated ustt.to
B-propionolactone BPUUV. Ihls c/oes not fullv ensure tltl
absence of viable pathogens, and therefore, the controt should be
handled as potentially biohazardous, in accordance with aoocl
laboratoty practices.

5. HIV-1 P24 As Catibrator lcAt-ngl
2 vials. Lyophilized. lt contains not infectious recombinant p24
antigen in a 10 mM phosphate buffer pH 7 0+t-0.2 wjth 0.3
mg/ml Gentamicine Sulphate and 0.1"/, Kathon GC as
stabilizers. This component is calibrated aoainst the NIBSC .l.l
fnternational HIV-1 p24 Ag reference sample 90/636 (diluted
1:256) as well as the EFS HIV Ag performarrce panel (3015-
3022).
lmportant Notes:
1) The Cali nt Aq wtttl a
concentration b about 4lu/ml.
2) The volum ft of the vial may
vary from lot I repofted on the
label .

6. Wash buffer concentrate WASHBUFTOtr
2x6Oml/bottle. 2Ox concentrat,ed solution. lt contains 0 1%
Kathon GC. Once diluted, the wash solution r:ontains 10 mM
phosphate buffer saline pH /.0+/-0 2 and 0.05% Tween 20

7. Conjusate # 1 EbNJ il
8 vieils. The viat rrcntains lyophilized biotiny,lated HlVl&2&O
9p36, gp4'1 and gp'l20 peptides and a biotinyl,ated monoclonal
antibody specific for HIV 1p24 antigen, \/ials are ro oe
resuspended with 6 ml of the Conjugate # 1 diluent.

L Conjugate 1 Dituent ICoNJ jotLl
1x60ml/bottle. Usecl to drssolve the lyophilized powder of
Conjugate # 1, it contains Tris saline Buffer supplemented wlth
0.05% Kathon GC, Tween 20 and BSA.

9. Conjugate # 2 lool\J 2
1x25ml/boltle The-so-lution contains HRp coniuqated with
streptavidin in Tris saline Buffer supplemented' with O.OS%
Kathon GC, Tween 20 and EISA. This componerrt is color cooed
in prnk/red.

laboratory and the test has to be carried out bv
healthcare professional personnel.

of anti-HlV-1 and/or anti-HlV-2 andlor Hly o24.
blood indicates potential infection wjth HIV-1 and/or

-2 together with a monoclonal antibodv to p24 HIV-1
lted onto wells of a microplate.
and the antibody have been carefullv selected to

of antibody and p24 antigen to all HIV-1
subtype O and HIV-2. Serum or olasma

added to lhese wells and, if antibodies specific to HIV-
-2 (lgc, lgM or lgA) are present in the sample, they
e complexes with the HIV peptide antigens in the
NIV-1 p24 is present in the sample, theintigen will

death

The e

immu
A clo

consEquentlv this blood should not be used for
for manufacture of injectable products.

OF THE TEST
representing immunodominant epitopes of

anrgen qre
The
ensure
suDrypeq,
samptes are
1 and/or Hl\
will forrn
well lrr

Welk;
p24 an
A stop
is read orf a

monoclo4al to HIV-1 p24, and, (2) horseradish peroxidase
HRP
The

conJugal.e.

Peroxida$e

c activity of horseradish peroxidase allows for the
of these antibody-antigen complexes.

solul,ion is then added
During
amount
the well, their presence or absence in the sample.

be captufed the specific monoclonal antibody
comptexes are then identified throuqh the
n of: 11) biotinylated peptides, a biotinylated

ir blue color will develop in proportion to the
-112 antibodies or HIV-1 p24 antigen bound to

samptes negative for anti-HlV antibodv and/or
in colorless.

is added to each well and the resultlng yellow color
reader at 450 nm

format of tire product code IVCOMB.CE contairrs
92 tests.

D, COM
The sta
reagt;nts
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LCo
10.c
1 1.Sl
'12.S1

Plate

n'5
1x'10m|/vial
'1x10ml/vial

1x10ml/vial
n" 5 vials
5x60ml/bottles
n'20 vials
3x50ml/bottles
2x3Bml/bottle
3x42ml/bottle
2x40ml/bottles
1x35ml/bottle
n' 10
n"1

n"1 0
l x20mlivial
'1x20ml/vial

1x2oml/vial
n' 1 0 vials
4x150ml/boltles
n"40 vials
2x150ml/botLles
2x75mli boltle
2x'1 25ml/bottles
2x80mli bottles
1 x70ml/bottle
n' 20
n"1

10.

1x2 le lt contains 0.3 M HzSOr solution.
(H315, H319; P280, P302+P352, 332+P313,

P305+ P 1+P338, P337+P313, P362+P363)

12.
1x1

Diluent: IDILSPEI
Contains TrisGEtiie buffer supptemented with 0.05%

anti HAMA blocker, and Tween 20: used for soecimen
component is color coded in light blue.

60 minute range or higher.
paper ltssues.
ELISA microplate thermostatic incubator capable

to

11 foifs n' 4

rt n'114. P

Upon request, Dia.Pro can supply reagents for
tests, as reported below :

E. MAT REQUIRED BUT NOT PROVIDED
1. Micropipettes (20Oul and 10ul) and disposable

2. EIA water (bidistilled or deionised, charcoal treatecj to

3, Tirn
oxidizing chemicals used as disinfectants).

bstrate ISUBS TMBI
Readyto-use component. lt contains 50 mM

pH 3.5-3.8, 4% dimethylsulphoxide, 0.03% tetra-
or TMB and 0.02% hydrogen peroxide or

stored prctected from light as senslliye to strong

Acia lHzso+ oTMl

a temperature of +37'C.
ELISA nricrowell reader with 450nm (reading)

620-630nm (blankin g) fitters.

kif is used for the screening of blood units and
rts, it has to be used in a laboratorv certified and
national authority in that field (Ministrv of Health
to carry out this type of analysis,

laboratory clothes, talc-free gloves and glasses.
any sharp (needles) or cutting (blades) devices

. All the personnel involved should be trained
procedures, as recommended bv the Center for

Atlanta, U.S. and reported in the National
's publication: "Biosafety in Microbiological and

4. All the personnel involved in sample handling should be
vaccinabd for HBV and HAV, for which vaccines are available,
safe and effective.
5. The laboratory environment should be oontrolled so as to
avoid contaminants such as dust or air-born microbial agents,
when opening kit vials and microplates and when per{ormirrg the
test. Protect the Chromogen/Substrate fron.l strong light and
avoid vibration of the bench surface where the test is
undertaken,
6. Upon receipt, store the kit at 2,.8'C into a temperature
controlled refrigerator or cold room.
7. Do not interchange components between different lots ot
the kits. lt is recommended that components; between two kits
of the sarne lot should not be interchanged.
8. Check that the reagents are clear and do not contain
visible heavy particles or aggregates. lf not, advise the
laboratory supervisor to initiate the necessary procedures for kit
reDtacemenl.
9. Avoid cross-contamination between serum/plasma
samples by using disposable tips and changing them after each
sampte.
10. Avoid cross-contamination between kit reagents by using
disposable tips and changing them between the use of each
one.
11. Do not use the kit after the expiration date stated on the
external container and internal (vials) labels.
12. Treat all specimens as potentially infe,ctive. AI numan
serum specimens should be handled at Biosafety Level 2, as
recommended by the Center for Disease Control, Atlanta, U.S.
in compliance with what reported in the Institules of Health's
publication: "Biosafety in Microbiological and Biomedical
Laboratories", ed. 1 984.
13. The use of disposable plastic-ware is recommended in ther
preparation of the liquid components or rn transf erring
components into aLltomated workstations, in order to avoid
cross conlamination.
14. Waste produced during the use of the kit has to be
discarded in compliance with national directives ano raws
concerning laboratory waste of chemical and biological
substances. In particular, ilquid waste generated lrom tne
washing procedure, from residuals of controls and from samples
has to be treated as potentially infective materiral and inactjvated
before waste. Suggested procedures of inactjvation are
treatment with a 10% final concentration of household bleach for
16-18 hrs or heat inactivation by autoclave at 1|2_1"C for 20 rnin.
'15. Accidental spills from samples and operertions have ro De
adsorbed with paper tissues soaked with hous,3hold bleach and
then with water. Tissues should then be disr:arded in orooer
containers designated for laboratory/hospital waste.
16. The {Sulphuric Acid is irritant. In case of soills. wash the
surface wil.h plenty of water,
17, Othet waste materials generated from the use of the kit
(example: tips used f rseo mtcroolates)
should ber handled I and olsooseo
according to national erning laoorarory
wastes.

G. SPECIMEN: PREPARATTON AND RECOMMENDATToNS
'1 .Blood is drawn aseptically by venepuncture and plasma or
serurn is prepared using standard techniques r:f preparation oI
samples for clinical Iaboratory analysis. No inf luence has Deen
observed in the preparation of the sample wrth citrate, EDTA
and heDarin.
2. Avoid any addition of preservatives to sarlples; especially
sodrum azide as this chemical would affecl the enzymatic
activity of the conjugate, generating false negative results.
3. Samples have to be clearly identified with codes or names in
ordef to avoid misinterpretation of results When the kit is
used. for the screening of blood units, bar code labeling and
electronic reading is strongly recommended.
4. Haemolysed (red) and visibly hyperlipemic (,,milky,') sampres
have to be discarded as they could generate false results,

1

citrate
mel

Nofei

11. S

rltlmportp
e6, 4Bq,

4

5

o. uatl
ano

7. Cal ELISA microplale washer.
8 similar mixing tools.

F. W, AI{D PRECAUTIONS
1 has to be used by skilled and properly trained

doctor
:l only, under the supervision of a medical
of the laboratory.

a

3 All the involved in performing the assay have to

blood

or

wear prqtec
The usel of
should bp a'
in biosafety
Disease Oc
Institute pf F
Bionredidal I atories", ed. 1984.
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Samp ps
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taining residues of fibrin or heavv particles or
rlaments and bodies should be discarded as therv
rise to false results.

plasma can be stored at +2"..8'C for uD to seven
For longer storage periods, samples can

frozen at -20"C for several months, Anv frozen
rould not be frozenlthawed more than once as this

parlicles that could affect the test result.
".s are present filter using 0.2-0.8u fllters to clean up
for tersting.
use heat inactivated samples as they could give
;e reactivity.

Ch rom ogen/Su bstrate:
Ready to use. Mix well end-over-end before use.
Be careful not to contaminate the liquid with oxidizing chemicals,
air-driven dust or microbes.
Do not expose to strong illumination, oxidizing agents and
metallic surfaces.
lf this component has to be transferred use only plastic, possible
sterile disposable container.

Sulphuric Acid:
Ready to use. Mix well end-over-end before us;e.
Attention: lrritant (H315, H3'19; p280, p302+p352, 332rp313.
P305+ P:t51+p338, p337+p3.13, p362+p364).

Legenda:

Warning H statements:
H315 - Causes skin irritation
H319 - Causes serious eye irritation,

Precautionitry P statements:
P280 - Wear ptotectiVe gloves/protective clothing/eyg protection/face
protection.
P302 + P3ti2 - lF ON SKIN: Wash with plenty of soapr and water.
P332 + P313 - lf skin irritation occurs: cet medical aclvice/attention,
P305 + P351 + P338 - lF lN EYES: Rinse cauticrusly with water for
several minutes, Remove contact lenses, if present and easy ro oo
Continue rinsing,
P337 + P313 - lf eye irritation persists: Get medical a,lvice/attention
P362 + P363 - Take off contaminated clothing and wash it before reuse

Sample Diluent:
Ready to use. Mix well end-over-end before usra

I. INSTRUMENTS AND TOOLS USED IN COMBINATTON
WITH THE KIT
1. Micropipettes have to be calibrated to d,eliver the corfect

volume required by the assay and must be subntitted to
fegular decontanrination (household alcohol, 1O% solution
of bleach, hospital grade disinfectants) of those parts that
could accidentally come in contact with the sample. They
should also be regularly maintained in order to show a
precision of 1ok and a trueness of +l-2ok Decontamrnarron
of spills or restdues of kit components shor,ld also be carried
out regularly.

2. fhe ELISA incubator has to be set at +3,2.C (tolerance of
+/-0.5'C) and regularly checko'd to ensure the correct
temperature is maintained, Both dry incubralors and water
baths are suitable for the incubations, provided that the
instrurnent is valiclated for the incubation oi ELISA tests.

3. The El-lSA washer is extremely important to lhe overarr
perfornrances of the assay. The washer must be carefully
validated and correctly optimized using the kit controts and
reference panels, before using the kit for routine laboratory
tests. Llsually 4-5 washing cycles (aspiratiol + dispensation
of 350u|/well of washing solution = 1 cycle) are suffictenr ro
ensure that the assay performs as expected. A soaking time
of 20-30 seconds between cycles is sugge.sted, In oroer ro
set correctly their number, it is recommended to run an
assay with the kit controls and well characterized negative
and positive reference samples, and check to match the
values reporled below in the sections ,'Validation of Test"
and "Assay Performances". Regular calibration of the
volumes delivered by, and maintenance (decontamrnatron
and cleaning of needles) of the washer has Lo be carneo our
according to the instructions of the manufacturet .

4. Incubation times have a tolerance of +S%
5. The ELISA microplate reader haslo be e..quipped wrrn a

reading filter of 450nm and wilh a second filrter (620_630nm,
strongly recommended) for blanking purposes, lts standard
pedormances should be (a) bandwidth _1 10 nm; (b)
absorbance range from 0 to > 2.01 (c) linearity to > 2.0, (d)
repeatability > 1%. Blanking is carried oul on the werr
identified in the section "Assay procedure',, The optical
system of the reader has to be calibrated regularly to ensure
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TION OF COMPONENTS AND WARNINGS
cted on an opened kit has not shown anv relevant
up to 2 months.

to reach room temperature (about t hr)
the container. Check that the pouch is not

rat some defect is present indicating a problem of
this case call Dra.Pro's customer servtce.
s have to be placed back into the aluminum pouch,
of desiccant supplied, firmly zipped and stored at

opened the first time, residual strips are stable:

trol:
. Mix well on vortex before use.

s Ab:
are ready to use. Handle Positive Controls ALr

tnfective, even if HlV, if present in the control, has;
lly inactivated.

regular
within 2

the lyophilized pellet, vortex a few times, at
vals. Complete dissolution should be achieved
nutes.

dissolved the Calibrator is noi stab/e. Store m

Wa:;h con centrate
The
waler u0 to

crystals may be present into the vial, take care to
dissolve content when preparing the solution

:ion avoid foaming as the presence of bubbles

p24 antigen. The volume of EIA grade water to be
dissolution and to reach the appropriate p24
(about 100 pg/ml) is written on the vial label.

:entrated solution has to be diluted with EIA qrade
200 ml and mixed gently end-over-end beforJ use.

Calibrator Ag contains a non-infectious

to a bad washing efficiency.
' Once diluted, the wash solution is sfab/e

+2..8" C.

Note:
allquots

In the
could giVe
lmportant
for 1 wegk

The
before
to one
-this

(a total of 6 ml in one vial) is sufficient for 32
tests, or 4
dissolver lhe
interval{;

Any unused portion of this reconstituted
1 Solution may be stored at +2..9.C for no more

than 12 After thi,s time it has to be discarded and the
empty,
and

2:
reagent. Mix well end-over-end before use

# 1 mix s;olution must be prepared immediatelv
the test. Add 6 ml of Conjugate 1 diluent direcily
te # 1 vial to dissolve the lyophilized powdei.

omptp-te vertical stfips of the microplate. To help
lyophilized powder, vortex a few times, aI reoular

container has to be washed with EtA grade water
for an.y folla'wing re-use.

Reacly to
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e correct optical density is measured. lt should be
maintained according to the manufacturer 's

using an EL.ISA automated work station, all critical
(dispensation, incubation, washing, reading, data

) have to be carefully set, calibrated, controlled and
serviced in order to match the values reported in

''lnternal Quality Control". The assay protocol
be installed in the operating system of the unit and

as for the washer and the reader. In addition, tfre
handling part of the station (dispensation and
) has to be validated and correctlv set. Particuliar
must be paid to avoid carry over by the needles
dispensing and for washing. This must be studied
olled to minimize the possibility of contamination of
wells. The use of ELISA automated work stations

for blood screening when the number of
to be tested exceed 20-30 units oer run.

g automatic devices, in case the vial holder of the
does not fit with the vials supplied in the kit,

the solution into appropriate containers and label

Rev.: 6 Date: 2015/0ti

1. /\utomated assay:
In case the test is carried out automatica ly with an ELISA
system, we suggest to make the instrument dispense 50 ul
Sarnple Diluent first and then 150 ul controls zrnd samples.
Before the next sample is aspirated, needlc's have to be duly
war;hed to avoid any cross-contamination among samples or
tips have to be changed.
For the next operations follow the operative instructions reportcd
below for the Manual Assay.
It is strongly recommended to check that the time lap between
the dispensation of the first and the last sample will be
caloulated by the instrument and taken intc, consideration by
delaying the first washing operation accordingly.
The correct number of lyophilized Conjugate # 1 must be
diss;olved each with 6 ml Conjugate # 1 Diluent, Once the
lyophilized powders are dissolved and mixed well, they are to be
mixed together into a plastic container and the assay may
begin.

or
3. Di

2.
1.

11.
12.
13,

the same label peeled out from the original vial,
ation is important in order to avoid mismatching
of vials, when transferring them. When the test is

J

the secondary labeled containers to 2..8"O,

s customer service offers suppod to the user in the
and checking of instruments used in combination

kit, in order to assure compliance with the
described, Support is also provided for the

of new instruments to be used with the kit.

Y CONTROLS AND OPERATIONS
.he expiration date of the kit printed on the exiernzrl
the kit box. Do not use if exoired.

llilanual assay:
Dissolve the right number of lyophilized Conjugate # 1 with
Conjugate # 'l Diluent before starting to dispense the
samples and controls of the test.
Place the required number of strips in the microwell holder
Leave the l"Lwell empty for the operation of blanking.
Dispense 50 ul Sample Diluent in all the wells, except A1
usecl for blanking.
Dispense '150 ul of Negative Control in triplicate, 150 ul
HlVl Positive Control, 150 ul HlV2 Positive Control and
150 ul of Calibrator Ag in duplicate in proper wells.
Dispense '150 Lrl of Sample in each properly identified well.
Mix gently the plate on the work surface, avoiding
overflowing and contaminating adjaceni wells, in order to

Incubate the mic;roplate sealed for 30 min at +37"C.
Wash as in section 7
Dlspense 200 ul of Chromogen/Substrate mixture into each
well, the blank well included. lhen incubate the microplate
al room temperature (18-25"(:) for 30 minutes. Starl
the timing immediately after addition of this component to
the first well.

5.

fully disperse the sample tnto the diluent.
6. Incubate the microplate for 60 min at +37oC.

lmportant nofer Stnps have to be sealed with the adhesive
sealing foil, supplied, only when the lest is carried out manually
Do ttot cover strips when using ELISA automal:ic lnslrumenfs

Wash the microplate with an automatic washer by
delivering and aspirating 350u|/well of diluted washing
solution as repoded previously (section l.l)).
Pipette 150 ul Conjugate # 1 mix, preparred as described
before, into each well, except the 1'r blanking well, and
cover with the sealer.

lmportant note: Be careful not to touch the plastic inner
surface of the well with the tip filled with the Conjugate
Contaminatiot't might occur,

9. Incubate the microplate for 30 min at +37"C
10. Pipette 100 ul of Conjugate # 2 in allthe wells, except A1,

and gently agitate the microplate io mix the two
conjugates.

lmportant A/ofej lhls solution must be added to the bottom of
each well to ensure proper performance. lnao,equate mixing of
the two solutions (Conjugate 1 and Conjugat,e 2) may reduce
the binding of streptavidin HRP (Conjugate 2) to the biotinylated
reagents end consequently affect the performance of the assay.
8e sure to provide an adequate mixing when the Conjugate # 2.

is added, hoth in the manual and in the automated proceriures

/

L,
1.

t the liqujd components are not contaminated by
visible parlicles or aggregates. Check that the

is colorless or pale blue by aspirating
volume of it with a sterile transparent plastic pipette.

no breakage occurred in transpodation and no 7.
of lirluid is present inside the box. Check that the

pouch, containing the microplate, is not punctured

the content of the 20x concentrated Wash Solution
bed above.

the micropipettes are set to the required volume.
all the other equipment is available and ready

I

6

AS

4. Dis the Calibrator Ag,
the Conjugate # 1 vial containing lvophilzed
with the Conjugate 1 Diluent (1 lyophilized

5

# 1 F 6rnl Conjugate # 1 Diluent) to obtain the
# 'l Mix as described in the proper section.

the other components to reach room temperature
hr) and then mix as descnbed,

7. Set El-lSA incubator at +37'C and prepare the ELISA
by priming with the diluted washing solution,

to the manufacturers instructions. Set the rioht
of washing cycles as found in the validation of the;

t for its use with the kit.
the ELISA reader has been turned on at least 20

before reading.
9tf an automated workstation, turn it on, check settingsi

to use the right assay protocol.
'10

11

I''
?se
rfel
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M.,ASS
The asr
below, 1

the sarn

problems, do not proceed further with the test and
e supervtsor.

ROCEDURE
to be carried out according to what reporled

care [o maintain the same incubation time for all
in testing
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Legenda: Bl-K
Control, PO-S
Sa mple

Rev.: 6

note: Do not expose to strong direct illumination. IhITERNAL QUALIry CONTROL
might be generated chi:ck is carried out on the controls and the calibrator anv time

kit is used in order to verify whether their OD450nm values
as expected and reported in the table belc,w.

reaction. Addition of acid will turn the positive
and positive samples from blue to yellowibrown.
the color intensity of the solution in each well, as

100 ul Sulphuric Acid into all the wells using the
pipetting sequence as in step 13 to stop the

)d in section 1.5, at 450nm filter (reading) and at 620-
(background subtraction, strongly recommended),

NASAY

the instrument on Al .

notes"'
filter is not available ensure that no finqer

? present on the bottom of the microwell before
at 450nm. Finger prints could generate false

resu/ts on reading.
has to be carried out just after the addition of the

lution and anyway not any longer than 30 minutes
addition Some self oxidation of the chromooen can

to high background. the results of the test match the requirements stated above,
(CAL) does not affect the cut-off calculation ed to the next section.

e the lesf results calculation. The Calibratctr they do not, do not proceed any further and operate as
used only when a laboratory internal quality control

by the management.

of dispensation scheme is reported below:

Blank NC = Negative Control pOS 1 Ab = HIV -1 Ab positive
Ab = lllv -2 Ab Positive, CAL Ag = HIV p24 Ag Calibrator, S =

these problems happen, after checking,

NS IVCOMB. Date:2015106

5 0.200 mean OD450nm value after blanking
Absorbance ot individual negative corlrol
values must be less than or equal to 0 200. If
one value is outside this range, discard this
value and recalculate mean lf two values are
oulside this ranoe the run sh,)uld be

0 210 OD450nm

1 that the washing procedure and the washer
settings are as validated in the pre qualjfication
sruoy;
2 that the proper washing solution has been
used and the washer has been primed with it
before use;
3. that no mistake has been done in the assay
procedure (dispensation 01 positive control
instead of negative controll
4 that no contaminalion of the negative control
or of their Wells has occurrr:d due to positive
samples, to spills or to the enzyme conjugate:
5. that micropipettes haven't got contaminated
with positive samples or with the enzyme
conJugale
6 that the washer needles are not blocked or

ive Controls
0.700 OD450nm

1. that the procedure has been corr€rctly
execu(ed;
2, that no mistake has been done in the
distribution of conlrols (dispensation of negative
control jnstead of positive controi In this case,
the negative control will have an OD45Onm
value > 0,200, too.
3 that the washing procedure and the washer
seltings are as validated in tl.e pre qualilication
study,
4. that no enernal contaminaiion of the positive

that the procedUre has been correctly
execuleo:
2 that no mistake has beerr oone ilr rne
distributjon of controls (dispeFsation of negative
conlrol instead of Calibrator Ag In this case,
the negative control will have an OD450nm
value > 0.200, too
3 that the washing procedurr3 and the washer
settings are as validated in the pre qualification
study;
4. that no external contamination of the positive
control has occurred.
5.that the lyophilize powder was d jssolved
correctly with the correct \/olume oF water
written on the vial label

idual problem to the supervisor for fudher actions
repod any



NS IVCOMB.CEIe Date: 201 5106

TION OF THE CUT.OFF
results are calculated by means of a cut-off value
with the following formula on the mean OD45Onm
Negative 0onhol (NC):

NG + 9.125 = Cut-Off (Co)

The found for the test is used for the interpretation of
resutls a:i rn the next paragraph

R. PERFORMANCIES
Evaluation of Performances has been condur:ted in accordance
to what repofted in the Common Technical Specifications or
CTS (art. 5, Chapter 3 of IVD Directive 98/79lEC),
The performance evaluation was carried out boti-r in an exrernar
cerrtre of excellence for HIV diagnosis, that examined the devrce
on er population of antibody positive and negative samptes
agerinst a CE-marked kit used in the laboratory as reference,
ancl in DiaPro's laboratories as well to complete the study.

R. 1 /\NALYTICAL SENSITIVIry
Ther ii analytical sensitivity) of the assay has
been s of preparatrons spercific for HIV-1 and
HIV-IZ I p24 Ag detection, s;upplied by NTBSC
Blatr<: imms Potters Bar llertfordshire EN6
3QG, UK.
Samples were diluted in HIV Ab&Ag neqative plasnra ro
gene'ate limiting dilution curves and examined in duplicate,
The lables below reports the mean OD4SOnm values and the
S/Co inderx:

Rev.: 6

NIBSC anti-HlV 2 monitor sarnDre
code 99/674 - 005

lSa nole Lot # 0506 Lot # 0706 Lot # 0906
Dilution OD450nm S/Co OD450nm S/Co OD450nm Si/Co

ove r >14.5 over >1 5.0 over >15
?s 3.838 r4,1 3.765 14.5 3,774 14.4
4\ 2 371 2 268 a7 2.319 83
o 1 .253 46 1.O97 42 1 140 4
16( 0 /uu 0.712 2.7 0.735 2B
J2< o.462 7 0.439 0 483 '1 .fi

0.281 10 0 260 10 0 294 1 .'l
0 189 07 0 171 07 o 174 07
0.1 40 05 01 05 0 131

64x
1:t8 x

dilu e nl

The device shows a limiting dilution value at 64x

NIBSC British working standard for anti HtV 1

code 99/750 -007

The devise shows a limiting dilution value at gx,

NIBSC British working standard for anti HIV .1

The clevise shows a limiting dilution value at about 2x.

NIBSC HIV-l p24 Antigen Monitor Sample
code 02/ l 46-002

note: When the calculation of resuifs is done bv the
ystetrt of an ELISA automated work station be sure

o.-fest

ano I

formulation is used lo calculate the cut-off value
the ri g ht i nte rp retatio n s of resu/ls

TATION OF RESULTS

reactive specimens should be submitted to a
Assay before dlagnosis of HIV tnfection is

results are transmitted from the laboratory to an
s centre, attention has to be done to avoid
data transfer.
of HIV infection has to be done and released to
only b.V a qualified medical doctor.

of caiculation is repoded below:

data tnust nol be used inslead or real figures obtained by

Negative 0110_0120_0115
Value: 0 115 OD450nm
- Accepled

HIV 1 Ab Control: 2 000 OD4S)nm mean value
- Accepted

Control:2.100 OD4SOnm mean value
- Accepted

Higlter

Higher tlldn 0

CalibratorlAg: 322 OD450nm mean value

are interpreted as ratio of the sample OD4sOnm
)ff value (or S/Co) according to the following table:

absorbance value is equal to or greater than the cut-
rtest the sample in duplicate. lf both retest values are

rretation of the test results is repeatedlv reactive.
should be consjdered reactjve or positive for HIV

lion of rcsu/fs shouid be done under the
n ctf the responsible of the laboratory to reduce
Judgment errors and misinterpretations.

S/Co Interpretation
<1 Neqative
>1 Positive

A negafive
by lllV.

sult indicates that the patient has not been infected

lf the
off
less cut-off, the interpretation is not reactive for HIV

antigen (negative).
lf one retest values are equal to or greater than the cut-
off ther

The
antibod antrgen according to the criteria of this lJlV
ELISA

patient

fhe user

An ex

The

HIV 2 Ab

S/Co> 1 |

Cut-Off =. Q 11
Sample 1:

Sample I
Sample 2

r012-5=0240
OD450nm
OD450nm

< 1 = negative
> 1 = posilive

Sample 2 I

SamDle Lot # 0506 Lot # 0706 Lot # 0906
Dilul ion OD450nm S/Co OD450nm S/Co rf,D450nm S/Co

1X 2.206 81 2 086 BO 2 B2
2) 0 999 3-7 0.925 36 102
4) 0.475 17 0 486 1a 0 486 'ts
8) 0 295 1_1 0 301 12 0 289 1.1
16x 0 212 08 0 206 08 0 220 OB

O U€NI 0 140 0€ o.122 05 131 05

code 99i710 - 007
SarnDle Lol # 0706 Lot # 0906
uilut on OD450nm S/Co OD450nm t/uo OD450nm s/Lo,X 0.588 22 0 611 24 0 607

X 0 301 0 309 1.2 0 312 \2.
tl\ 0.1 98 07 0.210 08 0 192 07

0 140 05 o.122 05 0 131 05

Lot # 0506 Lot # 0706 Lot # 0906
D uton OD450nm S/Co OD450nm S/Co OD450nm S/Co

X 3 664 '13.4 3.650 14 0 3.552
X 2.15'1 79 213 82 2 086 BO

1 209 44 1 174 1 214 40
tx 0 734 2.7 0.729 2B 0. /80 :0
16) 0.388 1.4 0.342 0 351 1

32>l o 259 09 0 236 09 D 229 09
di|trenl 0 14A 05 0 122 0f 0131 05

The devise shows a Iirniting dilution value at about 16x



IVCOMB,CE/e Date: 201 5/06

'l"tlnternational reference Reagent for HIV 1 Ag
code 90/636 - 4,12

shows a sensitivity s 2 lU/ml as required by

TIC SPECIFICITY AND SENSITIVITY

c Specificity:
to the first study, where a total of more than SOO0
blood donors, more than 200 hospitalized patients,
tination for non HIV pathologies) and more than 100
interfering specimens (other infectious diseases.
ody positive, patients affected by non viral hepatic
dialysis patients, pregnant women, hemolized,
.) were tested, the diagnostic specificity was recenfly
ry testing a total of 3268 negative samples on four

A value of diagnostic specificity of 100% was

rctivity due to the method of specimen preparation
observed. Both plasma, derived with different

iques of preparation (citrate, EDTA and heparin),
been used to determine the value of soecificitv. 

'

have been tested, as well, to check for
due to collection and storage.

was observed.

Sensitivity
sensitivity of the test was determined on a

HIV positive specimens.
reported in the tables below.

Etablissement Francais du Sano
Mlxed tlter Performance

BBI Anti-HlV 1 Low Tlter
Performance Panel - PRB 10i'

Nol.o:

The
CTS:

ano
Frozen

No

R.2.2
The

No
has

BBI antl HIV-l Low Tlter

BBI Anti-HlV 1 Mixed Titer

BBI Anti-HlV I Low Titer



9 of l0NS IVCOIVIB.CEle

BBf anti HIV ll2Combo
Frerformance Panel - PRZ 206

llBl Worldwide HIV
Performance Panel

Etablissement Francais du Sano
Performance Panel

lot 2004

Date: 2015106

BlSl HIV p24 Antigen Mixed Titer
Performance Panel - PRA 20:l

Moreover, in lhe external Performance Evaluettion a total of 651
positive samples, including HIV type 1, HIV type 2, HIV typc 1

mixed subtypes (including 0), HIV 1 Antigen, rnore [han 4O early
seroconversion FllV samples and cell culture rjupernatants were
evaluated and a value of lOOo/o was found.

Finally, more than 30 panels of seroconversion containinfJ
samples of HIV 11210 Antibodies and/or HIV-1 p24 Arrtigen
positi'r'e, obtained from BBl, USA, were evaluated using
IVCOMB,CE lot # 0506. In the table below results are reported.

The device shows a better sensitivity than the previous
generation as it is able to detect the p24 antioerr.

Member
tD#

IVUUME.UE
S/Co

Ref. Kit
S/Co

'10 2 >15 7
2 o4 o2

>14 5 >15.7
>'14.5 >15 7

5 66 at
6 >14.5 91

o4 o2
8 >14 5 >15.7
I 11 4 15.5

10 45 >15.7
11 4-5 >15.7
12 5 128
13 45 157

Member
tD#

IVUOMts.CE
S/Co

KEI. N I

23 4-3
2 41 12.2

1 fi)
4 19 30
5 Nd Nd
6 1,O 'l 3

ua
I ?n 15
I o4 05

10 12.2
11 24 3t
l 16 ,5
I 12
14 u4 09
15 3

16 '1.8

17 25
1B 17 24
'19 o4 05
20 46 17.0

BBI HIV-l Incidence/Prevalence

Member
tD#

First specimcn dctectc,d positive in ihe
. WWRB

lD#
IVCOMB.CE

S/Co
Ref. K t

S/Co
>14.5

2 >14.5 59
3 >14.5 59
4 >14.5 5!t
5 41 >15.9
6 >14.5 15I
7 >1S I
8 >'14.5 >15.9
I 1.l 24

1 >'14.5 15.9
11 1'i .3 3
12 03 04
1 >14 5 >15 g

14 >14-5 1 5.9
15 >14.5 >15.9
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sensitivity of 100%
R.3
The rn of the device was assessed by determining its

witl-rin and between runs. In the table below reiults
for a negurtive sample and a low posjtive sample

'10

Average values
N=48

Negative
Samole

Low
Positive

OD450nm 0.1 36 0.9'16
Std.Deviation 0.011 0.o22

cv% to 40

s.t
Tle this kit is advised to carefully read and understand this

Strict adherence to the protocol is necessary in
rr:liable test results. In particular, accurate sample 14

; of the Performance Evaluation, correlate perfecfly
stated by EU CTS and show an overall value of

t pipetting, along with careful washing and timing of
steps is essential for accurate and reproducible
HIV-'l and HIV-2 antibodies and HIV-1 p24 antigen

test is performed, repeatedly reactive specimens
tilted for additional testing using Western Blot (WB),

Assay (lFA), Radioimmunoprecipitation
Assay tests and PCR for HIV nucleic acid.

Antigens by Sodium Hypochlorite Disinfection App and Envir
Mictobi ol. 4 2: 7 62-7 67 .

Barre-Sinoussi, F., Chermann, J.C., Re,y, F., Nugeyre, N,4.T.,
Chamaret, S., Gruest, J., Dauguet, C., Axler-Blin, C., Vezinet-Brun,
F., Rouzioux, C., Rozenbrum, W et Montagnier, L. 19g3 lsolation of
a T-lymphokopic retrovirus from a patient at dsk for acquired immune
deficiency syndrome (AIDS). Science 220: 8fi8-87 1 .

lV1., Shearer, G.l\,4,, Kaplan,
d, R,, Oleske, J., Sal'ai, B.
D. 1984. Frequent deteclton
(HT|-V-lll) from patients with
500-503.

Gold, J,, Dwyer, J. 1994. A short history of A|DS lrrled ,t Ausr
160t251-252,
Saville R. D, Constantine N f., Cleghorn F R, and Al Foudh_
Generation Enzyme-Linked lmmunosorbent Assay for the
simoultaneus Detection of Human lmmunodeflciencV VirUs Antioen
and Antibody.J.of Clin lvicrobiotogy, Juty 200.t. o.2518-2524.
Bernard Weber, El Hadi.i N4bargane Fall, Annemarie Berger, l,lans
Wilhelm Doerr. Reduction ol diagnostic Wjndow by Net Foudh-
Generation lluman lmmunodeliciency Virus Screening Assays.,l, of
Clin. Microb. Aug. 1998, p.2235-2239.
Clark J., Coates T. J., Lescano A. G., el Al Different positive

commercially available Human
zyme-Linked lntmunosorbent AssaVs.
Feb 2006 p.302-303.
,, Orgel lV., Shirar E,, Sarov B. Use ol

Seroconversion Panels to estimate Delay in the detection of Anti-
Human lmmunodeflciency Virus Antibodies bV Enzvme.l_inked
lmmunosorbenl Assay of pooled Comparerj to Sinqleton Serrm
Samples.J. of Clin lVicroblol. Aug. 2006 p.290:l-29 t3.
Apetrei C, Buzdugan I, N4ltroi I Duca lV The ctinical and
immunological correlations belween the pll4 antigenemia levels
and those ot anli-p24 antibodjes in HIV-seropositive
childrenBacteriol Virusol Parazitol Epi,lemiol. 1 9gS Aor_
Juni4o(2)t 1 4 1 -4. Romanian.
Shumai EP, Vorob'ev SM, l\4akarova NE, Tugizov ShtV1, Zverev
VV, Kushch AA.The immunoenzyme detection of the HIV-1
antigen by using monoclonal antibodies to protein p24Vopf
Virusol, '1 992 Sep-Deci37(5-6):229-32. Russ an
d'Afminio l.4onforte A, Novati R, l\.4archisio p, Zanchetta N. Uberti-
Foppa C, Tornaghi R, I\.4assironi E, Lazzarin A, principi N Earlv
diagnosis of HIV infection in infants.AlDS. i 989 Jun;3(6):39i -S.
Borghi V, De Rienzo B, Pietrosemoli p, pecorari i\,4. Mongrardo N,
Pellegrino F, Zanchetta cP, Lami G, Squadrini F.Detection of
serum HIV-Ag related to the major core prot€,in (p24) in persons aL

The
with

order
and

After t
should

The
p24
and
It is

vaccrne
testing

11

'13

15

6ration that a person's serum contains antibodies or
to lllV has extensive medical, social, psychological

implications.
nded that confidentialtty, appropriate counselling and
ation be considered an essential aspect of the testing l7

18

19

and
EIA
Anr
noI
The

Falsely test results can be observed with a test kit of this
nature
sensitivify
HIV-1 ahd iV-2 antibodies in the population to be screened

HIV may occur due to voluntary parlicipation in an
r-l v stuoy.

gnosis can only be established clinicallv.
alone cannot be used to diagnose A-IDS.
l test result at any point in the testing sequence does
the possibility of exposure to or jnfection with lllV.

an asymptomatic person, who is repeatably reactive,
\lDS and/or AIDS-related conditions is not known,

propor'tion of reactive samples will depend on the
specificity of the test kit and on the prevalence of

r of_tiris diagnostic test will depend on the type of
n. Correlation with the medical historv and additional
be necessary to accurately diagnose HIV in vaccini;

on, M., Sonigo, P., Barrd-Sinoussj, F., Chermann, J.-C., Tiollajs,
l\,4ontagnier, L. and Wain-Hobson, S., 1984. lvloleculaf Clonino of

rg-Staal, F., 1984. Molecular Cloning and Characterization ofthe
V-lll Virus Associated with AIDS. Nature 312: 166-169.

P.A., Polter, S.J,, Steimer, K., Dina, D. and Levy, J.A., 1984.
lar Cloning of AIDS-Associated Retrovirus. Nature 3.12:

and AIDS-related conditions are clinical diseases

tul., Sarngadharan, lV G, Read, E. and callo, R C. 1984
lsolation, and Continuous production of CVtooathic; (HTt-V-lll) from Patients with AtDS anO pre-AtOS.

a ien N,48, Epstein l_G,
n Smit L, Bakker M, el
s or serodiagnosis and
a rds. 1987 nug:17(1

Lyamuya E, Bredberg-Radelr U, lVlassawe A, Urassa E Kawo G,
lVsemo G, Kazimoto T, Ostborn A, Karlsson K, Mhalu F, Biberfelcl

1 p24 anLigen assay for early
ts and prediction of mothetrto-
es Salaam, Tanzania.J Acquir
. 1996 Aus 1;12(4).421-6.
ret, S. et al. 1987. Human

immunodeflciency virus type 2 infection associated with AIDS in
WestAfrica. N, Engl J. N/ed.3'16:1180-1185
Sinicco, A., Fora, R,, ini, /\,, Caramello, p. and
Gioannini, P. 1993. Ri S afler primary acute HIV-
'I infection. J. ofAcqui cy Syndromei 6:575_581.
.Ju Lin, Hsiang. '1995. human immunodeflciency
viruses. J. lntl. Fed. Cl
IVD Directive 98nglCE, Common Technical SpecificaLions (CTS)
Annex ll, ListA.

flsK for
l\y'icrobiologica, 1 989 Jan;1 2(1 ):Bl -3

AIDS

22

HY

Virus Nature312; 757-760
8,N,, Shaw, G,N,4., Arya, S.K,, popovic, M., Gallo, R.C. and 2t

2i

224:497-500.

F,, Saimot, A.c., Chdstot, D.,
atzmann, D., Rozenbaum, W.,
J.-C,, 1984 Detection of lgG

ssociated Virus in patients with
or Lvmphadenopathy Syndrome. Lancet: 1253_.1256, June g.
8., lvlontagnier, 1., Batrd-Sinoussi. F. and Chermann, J._C.

Inactivation of Lymphadenopathy Associated Virus by
Disinfectants. Lancet: 899-90.1, Oct 20,
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SHARPS B N

l

E
TEST

DEVICI
DISPOSAELE GLOVES TIMER PEN

SAMPLING
DiVICE

COLLECT ALL

a

tm

Hold sampllng

the tip to the blood
will draw blood to
squeeze the bulb

tube

,53\
$tt

Burnet Institute
f.ledlcsl Resear.h- Prarti.at Acti0n.

DRY GAUZE OR

TISSUE

c4
EI

@
not Te-

FER ALCOHOL RETRACTABLE
SWAB LANCET

RE(IUIRED MATERIALS BEFORE START]NG THE TEsT. READ INSTRUCTIONS CAREFULLY.

Write patient s
identifier on
device.

for ljse Do



t Discard the
sanpling device into
a sharps bin.

Wait for 3 MINUTES.

T
laitfor 17 MINUTES.

INTERPRE'
The C line is the
The 350 line mt
Results are inter

TI
tr)

ct.

kr:

BIE

ci

\1
Ol,

:b
et(

n(:

3$

4(

tn
-o

ION OF RE$ULTS
fRoL line and must be present when reading the test results for the test to be valid.
present when reading the test results for the test to be varlid.

1 visually by comparing the colour intensity of the TEST (T) line with the 350 line:

EQUAL INIIENIiITY

D line

runt < 350 cells/UL

sult is

V REFEREhICE

T line MlsSlNG

CD4 count < 350 cells/pL

Test result is

BELOW REFERENCE

T line LIGHTER than 35O line

CD4 count < 350 cells/pl

Test result is

BELOW REFERENCE

le

4r

)v

,ARKERthan 3liO line

lunt > 350 cells,/uL

;ult is

: REFERENCE

35O line MISSING

Rene:t fhe tect

Test result is

INVALID

C line MlSSll{G

Repeat the test

Te:;t result is

INVATID

d C (
OMEGA DIAGNOSTICS LTD

Omega House, Hillfootr; Business Villagf,
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TEST BUFf]E

DEVICE

COLLECT ALL

Write patient s

c{
@I

noo(,.)o(

7G.9912

)ooocfi

Touch the centre
and depress the
slop Io ensure
is released into

Mix thr: EDTA
(PURPL-E ToP) blood
sample by gentle
Inverston at least B

times and ensure
fully mixed

Open tlre EDTA

blood ttbe

lmmerse the disposable tip vertically in1-o the
EDTA tube. Smoothly release plLrnger button,
drawing the blood in[o the disposable tip.

r€i
;r) i
:?:
'J+'

,53tqtt
Burnet Institute
lUedical Research Ptactical Actlon



Discard the
disposable tip into
a shrrnc hin

,+i i qg, 
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T
Add 3 drops of
buffer to Well B.
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for Z0 MTNUTES

The C line is the
The 350 line mL

Results are inter

T

T

A'l
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;tb
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tnc
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;tr
to

.ION 
OF RESUTTS

lrRol line and must be prcsent when reading the test results for the test to be valid.
e present when n:ading the test results for the test to be valid.
ld visually by conrparing the colour intensity of the TEsr (T) line with the 350 line:

EQUAL INTENSITY

O line
T line M|SS|NG

CD4 count < 350 cells/uL

Test result is

BETOW REFERENCE

T line LIGHTER tharn 35O line

CD4 count < 350 cells/Ul

Test result is

BETOW REFERENCE

:ount < 350 cell:s/ul

3sult is

W REFERENCE

I

C.

Tt

A

A

I t't

ov

I

I
I

DARKER than 35O line j

I

I

ount > 350 cells;/ll i
I
I

rsult is i

35O line MISSING

Repeat the test

Test resull is

INVALID
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I
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C line M|SS|NG

Repeat the test

Test result is

INVATIDE REFERENCE
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INTENDED USE

The VISITECTa CD4 Rapid

surface of CD4+ T cells in

pL within pre-diagnosed HIV

iNDICATIONS FOR USE

The VISITECTS CD4 in-vitro
diaonosed HIV infection. This

has utility in decentralised

V|S|TECTo CD4 is for

VISITECTo CD4 is a rapid,

It may be used to guide the

eaurDment 0r extensive

Deficiency Syndrome (AIDS)

replicate, ultimately causing

of CD4+ T cells during the
disease progression and

PRINCIPI.E OF THE TEsT

The VlSlTECTo CD4 Raoid

levels. A capture monoclolal
a line on the nitrocellulose

where red blood cells and

of buffer, other white blood

occurs, resulting in the release

conjugate against CD4 binds

pink/purple line. A referenre

The 350 line and control line

device is not a samole addition

will appear. The Control line,

results window marked

containing 350 CD4+ T

intensitv that correlates to the

test line has equal sr weaker
CD4+ T <elb/pL). lf the test

Reference' (>350 CD4+ T

CONTENTS OF THE VISITECT

Materials provided:

Materials required, but not
. New pair of disposable

Timer

Pen

Sharps bin

EflTA hlnnd rnllartinn tr rhe tnn\ y'vonrurs llrnrt nnlrrl with an above and a below 350 cellsipl sample on three batches of test devices.

cD4 EE oD2e6 / oDzssN

omega test for the estimation of CD4+ T cells in

whole blood.

2-30"C. 00 NoT FREEZE,

use crnly,

as;ay for the estimation of CD4 protein on the
blood to indicate \vhether the level is above or below 350 cells/

test is for use as arr aid in tlc management of patients with pre-
read test is designed to be used at the point-of-care and therefore

setting$.

onry.

VISITECTo CD4 is not intended

VISITECTo CD4 is not intended

VISITECTo CD4 is not intended

INTRODUCTION

free te5t that provides actionabh results at the point-of-care
of people living with HIV without the need for sophisticated

acilities, In HIV infer:tion the development of Acqujred lmmune
the de<iine in CD4+ I cells, which play a vital role in the regulation

of the immune response. HIV targets and birtds to the CD4 antiqen on CD4+ T cells to
and deterioration of the immune system. The monitoring

infection is therel'ore a crucial component in the monitoring of
of the patientl

immunochromatographic assay that estimates full length CD4
Drotein associated with CD4+ T in hunran whole blood, and is directlv correlated with CD4+ I cell

(MAb) specific for the cytoplasmic domaln of CD4 is applird as

Wholer blood is added directly to the VISITECTo CD4 Rapid Tesi

are retained in the blood collection pad and following tfre addition
CD4+ T cells) migrate to a reactiofl area where cell lysis

CD4 for capture in the test striD, Colloidal oold labeled MAb
and forms e test line. These comolexes are visualised as a

line) is included to allow estimatlon of CD4 levels bv comparison
to a set cut-0ff (equivalent to level generated by samples containing 350 CD4+ T cells,/pL).

present for the assal result to be valid. The control line in the'te:;t
The ViSITECI'CD4 test device has a resuhs window where lines

in the results window marked 'C'. The J50 ine, located irr the

an intensity approximately equal to that seen rvith a sarnple

Iest lrne, localed in the results window marked "T' exhibits an

of CD4+ T cells in the sample (see performance characteristics),
The test result is interpreted the intenstly of the test line wlth the 350 line. lf the

than the 3 50 line, the tert I esult is 'B€low Reference' (1350
stronger Intensity than the 350 llne, the test result is -Above

= Control iine

Results ll,indow_____
= Test line

A for blood sample

E for buffer

25 foil pouches containing: device, one desicornt sachet and one samplinq device
0.05% sodium azirle1 bottle with 7mL buffer

25 retractable lancets

25 alcohol swabs

1 job aid for venous blood
'l job aid for capillary blood

1 instructions for use

Dry gauze or tissue

Precision pipette capable of 3OuL plus dispo:able tips (venous blood only)

<5 years of age.

in the determination of HIV status.
-resItng.

VYAXNING5

r Read the insttuctions carefully before performing the te:it. Failure to follow tine insert may leap to
inaccurate test resultJ

I Uee of any other buffer or fluid except the buffer supplied with the kit wili invali&te tfie resulfs.

r Do not use the kit beyond the expiry date.

r Do not use if any kil: components are damaged.

. Perform the test immediately after opening of the foil pouch containing the test device.

r Do not use if the product has been exposed to excessive heat or hurnidity,

. Check for the presence of a desiccant immediately after opening the pouch. lf no desiccarit is

present, do not use the test device and discard as appropriate.

. The test device lancet and sampling device are each intended for single use only,

r For flnger-prick use of any other sampling device except the sanrpling device supplied
with the kit will i results.

r lhe use of samples other than capillary or EDTA (PURPLE TOP) whole blood samples have not bfen
'validated in this test.

r ,Clinical decisions should not be made solely on the findings of one telirt, When making an
ilnterpretation of the test all clinical data should be taken into consideration.

. Do not touch the test strip within the test device with your fingers.

. Do not use hdemolysed, lipemic, coagulated or frozen bloods.

. No other anticoagulants other than EDTA can be used as they may give incorrrrt results,

SAFETY AND HANDLING PRECAUIIONs

r liafetlt Precautions

i. Handle all samples as potenthlly infectious

ii, Wear gloves and protective clothing while handlirrg samples and running the test,
iii, Do not smoke, eat or drink while handling samples or performing the test procedure,

iv. Apply standard biosafety precautions for handling and disposal ofpotentiafly infective material.
Dispose of all packaging in a general waste bin.

v. Avoid splashing and aerosol formation.
vi. Clean up spills thoroughly using an appropriate disinfectant,

r llandlingPrecautions

i. Do not use if any kit components are damaged

ii. Do not use if the desiccant package is missing or damaged, Discard device and use a new te!t,
'6i. Thetestdevice,alcoholswab,lancetandsamplingdeviceareeachintenderJforsingleuseo|lly,
iv, Do not use kit components beyond the expiry date printed on the label. l\lways check expiry

date prior to testing.

v. Adeq

vi, AII re in use and disoo*al,
Final

vii. VISIT h may be hazardqus

to he tring to form higfrly
explosive salts. 0n disposal, flush with large quanl;ities of water.

PERFCIRMANCE CHARACTERISTICS

Perfotmance Evaluation Data

Extemal Studies were completed within a UK Hospital Labrrratory. Atotal of 101? HIV positive whple
blood IiDTA venous samples were independently tested. CD.4 Flow Cytornetry was u:;ed as the refererice

method, Three batches of VISITECT' CD4 test were tested with the followinq resultsr.

ft 95% Cl

Sensitivity ($nphs s350 c€lls/uL corestly
identified eainst Flow Cvtomtrv)

86,5% (r35l156j 80.216 - 91.sS

Specificity (samphs >350 cells/!L ctrrtrfly
identified against Flow Cytometry)

76.3% (653/8s0) 73.3% - 79.1*

ExLernirl Studies were also completed within an Indian Hospital Campus. CD4 Flol (lytometry was us

as the reference method. Patients were recruited in the following categories with an emphasis on t
below 350 cells/pL samples. A venous and capillary sample was obtained from eacl.r patient.

Cateqory (celh/uL) Esolbd

a200 89

201-350 56

35 I -500 )o

>500 26

Total 200

aro presented below

cale90ry
fcels/uL) <200 201 -350 351 -500 )5m

1W% s2% 48.3,X 923%

Atotal of 200 HIV positive finger-prick (capillary) blood sarnples were independentl'y tested, within tfre
laboratory, and the proportions of results correctly classified against referente m€thod in each categofy
are presented below.

citegory
(cells/!L) <200 20'l -350 351.500 >500

95.5X 66.19( 65 5X 80.89(

Repeatability
Within run repeatability of the VISITECT' CD4 test was determined by running ten replicates with {n
abnve and a below 350 cells/pL sample on one batch of derr,ices by a single operator
All values were identified correctly 1 00% of the tinre,

Re5:roducibility
trllithin run reproduclbility of the VISITECT' CD4 test $,as determined by running three replicates wifh
an above and a below 350 cells/pl sample on one htch of devices by three operators in three s€parate

locations.

Between batch reproducibility oi: the VISIIECT' CD4 test tvas determined by runrring three replicatis



r.il 5 turAgr
The kit willperfofm within
Once the test device has

Do not use th€ test device
Do not freeze,

beyond the date of expiration.

QUALITY CONTROI"

The VISITECTo CD4 test
line independent of the test
result to k valid. The the test device b not a sample addition controi,
There is no guality control

350 CD4+ T cells/pl
recommended that such a run on a requlaT basis according to local guidelines,
SAMPLF COTLECTION AND PROCEDURE
Ihis assay is designed to be

until the stat€d €xphy date when stored at 2_30"C,
from the foil pouch, run the test immediatelv.

an rnternal control which should exhibit a pink/purple coloured
:e (350) lines, The contrd line must be present for tln urray

.available hor,vever it rs recommended that a sarnple greater than
by cell cytonretry) is run and three pink/purple lines ari viriif.-iil,

normal humern blood samples were
njugated) up to 2opmol/1, Bilinrbin
Lipids up to 37mmol/1, Rheurhatoid
nterference vyas observed with biotin

Inierfering Substances

or I Jwilgrr L, )otuote Lu4 aI I lnglml and Human Anti_Mouse Antibody at 650ng/ml,
All values were identified conectlyl00% of the time.

5YI'BOL LEGETID

Tie following symbols may have been used within the labelling of thir product.

tubes or by finger-prick.
Read carefully the and iafety and handling precautions within these instructions
for use.

Long term kit storage h 2-30 components must be run at 1 5_35 oC.
Place the test device on a surface.

Preparing for the test
1. Check expiry date on

C € 
rik FodEtfutfils rherequirffienBot

ArecUve 98/79lEC on rh vrtre dhqffitlc
medkal devi(s

lii-f] au,.t.od.

S ,t*nnn,r,

lEFl crtalcslerumber

7\ c*tion

fEl .*n,**o*",*
\7 a*o*on*-rfDr-n"t€5rr

fl{ oateofmuhcture

Sr

EI
+
d
T

Do not r€-use

fFmful

/, yifru did!rodic m€dkal d4vke

(eep &y

Marufaclwer

strial number

Sterilird 6ing f radiation

TempeGture linit

U5e-by date

2. Tear open the foil remove materials, Ensure a desiccant is presmt. lf no desiccant ispresent discard test
devke if using venous

3, Write the patient's identifier on the test device.

d us€ another test cevice. Discard desiccant sachet (and samolino
Dispose of all packal;ing in a general waste bin.

ir within date

new gloves for each patient

blood sampling, depending on blood collection type,

r non-dominant hund and clean the side of the finger wirJr the
will be performed. Allow the finger to air dry and piirce the skin

blood with a piece o I dry gauze or tissue and dispose in the sharos

full drop of blood_ develops. DO NOT squeeze the fingen tr:o
ovided horizontally and touch the tip oi the samplingievice

ry action veill draw blood to the blatk line (30u1), Do not iqueeze
the tube. [Jse immedrately.

i1rfl#l: il:.r,'shed 
techniques, prepare rhe precision pipefte

the pipette to the first stop. lmmerse the disposable tip vertirally
rly release plunger brLtton, dnwing the blood into the'dispo:;able

rtly and squeeze the bulb of the sampling device/depress the
30pL sample is released into well A.

1r
AI

4. Put on the disposable

SAMPTE COLLECTION

5, Proceed to capillary or
Capillary Blood Sample

ii. Wipe away the first
0tn.

iii. Gently squeeze the
hard, Hold the
to the blood sample.

the bulb to draw
EDTA Verrorrs Bloorl

i. Collect a venous

volume to 30pL and

mixed. Open Sre EDTA

iii, Pres the plunqer

into the EDTA tube,
trP.

TESI PROCEDURE

6. Touch the cenke of Well
pip€tte plunger to ensure

7. Discard the sampling

8. Wait for 3 minutes.
9. Hold the buffer bottle

blood has been added.

10. Wah for 17 minutes.
1 1, Hold the buffer bottle

allowing each drop to
12. Wait for 20 mlnutes.

INTERPRETATION OF RESULTS

13. Interpretresults
The C line is the Control
valid. The 350 line must

14. Djspose oftest device and

I.IMITATIONS

. VISITECT' CD4 is not

II EFERENCEs

I' B.arnett ,-walker B, Landay A,.Denny TN. cD4 jmmunophenotyping in Hlv infection, NatMicrobi 6(11 suppl);S7-S15, November i008.

i. Ask the patient

alcohol swab where
of the fingertip to of the ball of lhe finger. Dispose of the retractable iancet inro the
sharps bin

' i?,'#ilillH',fil'fllllfr;!li?1;','lll'1'2T;]fi::fvins rore or cD4 ctrrcounts in HrV ipre'

t 
!::iTri.t'#,\$.,:'Jfl?tl;ig: 

or cD4 cellcount in Hrvprosrammes. The rlancet HrV, Vot.4. No.

OMEGA DIAGNOSTICS tTD.

Omega House

Hillfoots Business Village

Alva FK'l2 5DQ
Scotland, United Kingdom
+44 (0)1 259 763030
odl@omegadiagnostics.co,uk
www.omegadiagnostics.com

AN I5O 9OO1 AND ISO 134S5 CERTIFIED COMPI,NYii. Mix the EDTA (PURpt blood sample by gentle inversion at least g times aM ensure fully
tube.

when reading the test results for the test to be valid, Results
are interpreted visually by the colour intensity of the TEST (T) line with the 350 line

tip into a sharps bin.

1 cm above llVell A. Add .l drop of buffer to Well A where the

1cm above Well B. Carefully add 3 drops of buffer to Well B
the well before adding the next drop.

the test is complel:e, Refer to examples of results on back.
must be present whr:n reading the test results for the test to be

in a sharps bin,

individuals less than li yean of ager EDTA blood samples must more than 24 hours post collection when stored at 2,30" C.r The presence of the only means that flow of the test has occurred. lt does nrrt
guarantee that:

i, the correct sample used

correctlyii. the sample has been
iii. the sample and test correctJy stored
iv. the test procedure c0rrecily

Inte rpretation of the test resuh
T line EQUAL to 350 line

T line LIGHTER than 350 iine

T line DARKER than 350 line

r There is no re-use protocol product

Rev
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