Data

Licit

Invit

Alte

Catr

“GB

Sem

Nun

Formularul ofertei (F3.1)

depunerii ofertei: “11-18" februarie 2019

atia Nr.: 21004340

atic la licitatia Nr.: [ocds-b3wdp1-MD-1547199546757].

mativa Nr.: nu sunt

>: Centrul pentru Achizitii Publice Centralizate in Sanatate

G-MLD”SRL declara ca:

)

1)

1)

1at:

Au fost examinate si nu exista rezervari fatd de documentele de atribuire.

b) “GBG-MLD'SRL se angajeazd si furnizeze/presteze, in conformitate cu documentele de
atribuire si céndi‘;iile stipulate in specificatiile tehnice si pret, urmétoarele bunuri si/sau servicii:
- realizarea Programul National de prevenire si control HIV-SIDA si ITS, conform necesitatilor
IMSP Spitalul Dermatologice si Maladii Comunicabile pentru anul 2019,repetat

Suma totald a ofertei fiarda TVA constituie; 155981,00 Lei, fara TVA

[una suta cincize¢i si cinei mii noud sute optzeci si unu] Lei 00 bani.

Suma totali a ofertei cu TVA constituie: 187177.20 Lei, cu TVA
[una suta optzeci si sapte mii una sutd saptezeci si sapte] Lei 20 bani.

Prezenta ofertd Va ramine valabild pentru perioada de timp specificata in FDA4.8., incepind cu
data-limita pentrn depunerea ofertei, in conformitate cu FDAS.2., va rimine obligatorie si va putea
fi acceptata In orice moment pini la expirarea acestei perioade;

in cazul acceptarii prezentei oferte, “GBG-MLD”SRL se angajeaza sa ob{ind o Garantie de buni
executie n conformitate cu FDA7, pentru executarea corespunzitoare a contractului de achiziie
publica.

Nu sintem in nici un conflict de interese, in conformitate cu punctul IPOS5.4.

Compania semnatard, afiliatii sau sucursalele sale, inclusiv fiecare partener sau subcontractor ce
fac parte din contract, nu au fost declarate neeligibile in baza prevederilor legislatiei in vigoare sau
a regulamenteloﬂ cu incidenta in domeniul achizitiilor publice, in conformitate cu punctul IFOS.5.

e: Tudor Ceaicovschi

I11 calitate de: director

Ofer
Aldre

Dlatg

tantul: “GBG-MLD”SRL

sa: mun. Chisinau, str. Tighina 65 of. 607

1 “11-18” februarie 2019




‘Secret comercial, confidential” MI ﬁ ’ B

Moldova Agroindbank

Beneficiar: Centrul pentru Achizitii Publice Centralizate in Sdndtate
mun.Chisindu, str.Korolenko, 2/1
IDNO: 1016601000212

5 GARANTIE DE OFERTA Nr. CA (/6 Y/
1% [februarie 2019 mun. Chisindu
BC ,Moldova—-Agroindbank” S.A., cu sediul pe str. Constantin Tanase 9/1, mun. Chisiniu, MID-2005,
Republica Moldova, numéarul de identificare de stat — codul fiscal 1002600003778 (numit in continuare
,,'Ea ant”) a fost informatd c3 “GBG-MLD” S.R.L. cu sediul pe str. Tighina nr. 65, mun. Chisindu, Republica
i\f"loliova, numadrul de identificare de stat — codul fiscal 1003600117582 (numit in continuare »Ofertant”)
ul’meazé sa Tnainteze oferta citre Beneficiar Ia data de 18 februarie 2019 (numitd in continuare »Ofertad”)
pentru achizitionarea dispozitivelor medicale conform Programului National de prevenire si control HIV-
SIDA si ITS, conform necesitdtilor IMSP Spitalul Dermatologie si Maladii Comunicabile pentru anul 2019
repetat, conform invitatiei la licitatia publici nr.21004340 din 18 februarie 2019,
La cererea Ofertantului, noi, Garantul, prin prezenta, ne angajdm in mod irevocabil s§ v& pldtim orice
suma sau sume ce nu depdsesc Tn total suma de 4.000,00 (patru mii, 00) MDL, Ia primirea de cétre noi a
primei solicitari scrise si semnate de persoane autorizate din partea Beneficiarului, insotitd de documente
doveditoare cuvenite ale cazului garantat, cu specificatia in solicitare a faptului, ¢ Ofertantul incalcad una
sau mai multe dintre obligatiile sale referitoare Ia conditiile Ofertei, si anume:
a) sita retras Oferta in timpul perioadei valabilittii Ofertei: sau
b) a modificat Oferta dup expirarea termenului-limitd de depunere a ofertelor; sau
c) fiind anuntat de citre Beneficiar, in perioada de valabilitate a Ofertei, despre adjudecarea contractului:
(i) esueazd sau refuzd 53 semneze formularul contractului;
(ii) nu acceptd rectificarea erorilor aritmetice, efectuatd de citre grupul de lucru, erori depistate in
Ofertd In timpul examinarii ei; sau
(iif) esueaza sau refuzs s3 prezinte garantia de buna executie, dac se cere conform conditiilor licitatiei,
orf nu a executat vreo conditie specificatd in documentele de licitatie, inainte de semnarea contractului
del achizitie.
Aceasta garantie va expira in cazul aparitiei uneia dintre urmatoarele situatii, oricare dintre acestea
va surveni prima:
a) la |primirea de cdtre noi a copiei ingtiintdrii privind adjudecarea contractului Ofertantului si dup3
emiterea Garantiei de bund executie eliberats citre Beneficiar la solicitarea Ofertantului; sau
b) in Urma receptiondrii de citre Garant a copiei instiintarii despre numele altui cistigator, fie la expirarea
termenului de valabilitate a Ofertei depuse de catre Ofertant in cadrul licitatiei;
c) la expirarea termenului indicat maj jos.
Prezenta garantie intrd in vigoare la data de 18 februarie 2019 si este valabilj pina la data de 17 iunie
2019, inclusiv.
Prin urmare, orice cerere sau plata in conformitate cu aceast3 garantie trebuie receptionats de citre
Garant la oficiu pind la data respectivi.
Orice litigiu apdrut pe parcursul realiz3rii prezentei garantii va fi solutionat pe calea negocierilor. Tn
cazul dand partile nu vor solutiona litigiile aparute prin negocieri,_faz:e-&te&ﬂ?or fi solutionate in conformitate
cu legislatia Republicii Moldova. i _——

—_

Victor luras,
Vicepresedinte al Comitetului de Conducere
al BC "Moldova-Agroindbank" S.A.

'. "il\ Pldova Agroindbank ;

Carolina Semeniuc,
Contabil-sef al BC "Moldova-Agroindbank" S.A.

BC"MOLDOVA AGROINDBANK" S.A
Str, Constantin Tanase 9/1, MD-2005, mun. Chisindu, Republica Moldova

Numdrul integistiarii de stat - 1 002 600 003 778 Midrimea capitalului social ~ 207 526 800 lei
Numele Presedlintelui Comitetului de Conducere — Serghei Cebotani
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Declaratie privind situatia personali a operatorului economic (F3.5)

BG-MLD”SRL

Subsemnatul Tudor Ceaicoyschi, reprezentant imputernicit al “GBG-MLD”SRL (denumirea operatorului

Sub

nomic) in calitate de ofertant/ofertant asociat declar pe propria raspundere, sub sanctiunea excluderii
procedura de achizifie public si sub sanctiunile aplicabile faptei de fals in acte publice, c¢i nu ma afly
ituaia previzuta la art. 18 din Legea privind achizitiile publice nr. 131 din 03.07.201 5, respectiv in
mii 5 ani nu am fost condamnat prin hotarére definitiva a unei instante judecatoresti pentru

iciparea la activitagi ale unei organizatii criminale, pentru coruptie, frauda si/sau spalare de bani,

semnatul declar ¢ informatiile furnizate sunt complete si corecte in fiecare detaliu si inteleg ca
ritatea contractanta are dreptul de a solicita, in scopul verificarii si confirmarii declaratiilor, orice
umente doveditoare de care dispun.

semnatul, Tudor Ceaicovschi reprezentant imputernicit al “GBG-MLD”SRL (denumirea operatorului
10omic), in calitate de ofertant/ofertant asociat, la procedura de licitatie publica nr. 21004340 pentru
uirea contractului de achizitie public avand ca obiect achizitionarea necesarului Programul National

de prevenire si control HIV-SIDA si ITS, conform necesitatilor IMSP Spitalul Dermatologice si Maladii
Comunicabile pentru anul 2019 codul CPV 33100000-1,repetatla data de 11-18 februarie 201 9,
crganizatd de Centrul pentru Achizitii Publice Centralizate in Sanatate pentru , declar pe propria
raspundere ca:

nu gm inftrat in faliment lca urmare a hotérarii judecétoregti;

mi-am indeplinit obligagﬁile de platd a impozitelor, taxelor si contributiilor de asigurari sociale;
|

N L . 3 - e .. . . .
nu am fost condamnat, in ultimii 3 ani, prin hotarirea definitivi a unei instante judecatoresti, pentru o

nu s

L . L ; . . Cn . . N
1 care a adus atingere eticii profesionale sau pentru comiterea unei greseli in materie profesionala,
|

!

| . . . | o . . .
toate informatiile si documentele prezentate pentru procedura de achizitie mentionatd mai sus sunt
y . . |
lice i autentice;

|

ntem inclugi in Lista de interdictie a operatorilor economici.

Subgemnatul declar ci in:forma];iile furnizate in scopul demonstrarii indeplinirii criteriilor de calificare si
s¢leetie sunt complete si corecte in fiecare detaliu si infeleg ca autoritatea contractanti are dreptul de a
soligita, Tn scopul verificdrii i confirmarii declaratiilor, orice documente doveditoare de care dispun.

¢ ! . . y . 7 .
[nfeleg ca in cazul in care aceasti declaratie nu este conformai cu realitatea sunt pasibil de incélcarea
prevederilor legislatiei penale privind falsul in declaratii.

Data|completarii: 11-18 februarie 2019

Operator economic,

“GBG-MLD”SRL

Semnitura




Declaratia privind conduita etici si neimplicarea in practici frauduloase si de corupere (F3.4)

0w

Data: “11-18” februarie 2019
lLicjtatia Nr.: 21004340

Catre: Centrul pentru Achizitii Publice Centralizate in Sanatate

“GBG-MLD”SRL confirma prin prezenta ci:

I. | Nici unul dintre angajaii, companionii, agentii, actionarii, consultantii, partenerii nostri sau rudele
sau asociafi ai lor nu este in relafii care ar fi putut considerate ca un conflict de interese, conform
prevederilor din documentele de atribuire.

2. | In cazul in care vom afla despre faptul unui conflict potential, vom raporta imediat informatia
respectiva citre autoritatea contractanti.

3. | Nici unul dintre angajatii, companionii, agentii, actionarii, consultantii, partenerii nostri sau rudele
sau asociafii ai lor nu a fost angajat in practici de corupere, escrocherie, complotare, constringere
sau alte practici anticoncurentiale in procesul pregitirii ofertei din cadrul prezentei licitatii, conform
prevederilor din documentele de atribuire, punctul IPO10.

4, | In legdturd cu procedura respectivi de licitafie si cu orice contract care, eventual, ne va fi adjudecat
ca rezultat al acesteia, nu au fost, nici nu vor fi efectuate nici un fel de plati catre angajatii,
companionii, agentii, actionarii, consultantii, partenerii nostri sau rudele lor, care sint implicati in
achizitia publica, implementarea contractului i aprobarea platilor contractuale in numele autoritatii
contractante.

Sempat:_

Nume: Tudor Ceaicovschi
[Fundfia in cadrul companiei: director

Denlyimirea companiei: “GBG-MLD”SRL

LS.
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»Secret comercial, confidential”

Moldova Agroindbank

Liui| Tudor Ceaicavschi, -

Administrator al 5.R.L. ,GBG-MLD” L5008 / £ 08065

MD-2001, mun. Chisindu, str. Tighina, 65, . 28 04, A0S
CERTIFICAT

Prin prezenta, BC "Moldova-Agroindbank” S.A. confirm3 ¢3 »GBG-MLD” S.R.L. (IDNO

1003600117582) dispune de urmitoarele conturile curente:

Numarul contului curent, cod IBAN L Valuta
MD14AG000000225184801542 MDL
MD64AGD00000225144807542 EUR
MD81AGD00000022511677935 CHF |
MD70AGD00000022511393244 UAH i
MD17AGD00000225114804542 RUB :
MD62AG000000225194802542 usD :
MD33AG0D00000022513059583 GBP j

Certificatul este eliberat pentru a fi prezentat la destinatie.

Cu respect,

[‘\ \ /
Victor luras !
Vicepresedintg-,
al BC”"Molda

Ffeeului ce Conducere

roindbank’s.A.

o

Ex.: Victoria Ciorescu
Tel.: 022-22-40-83

BCMOLDOVA AGROINGIBAMNK 5.4,
St Constarnin age 9/, MD-200%,

run. Chigindu, Regublica Meoidove

e Capitalulal toeial - 207 536 800 e

i Cebetar

Numgrui inre

s fdestal - 1002
Ruwmele Pragacdi

Bt Cembletuial




REPUBLICA MOLDOVA

PRIN PREZENTUL SE CERTIFICA , CA INTREPRINDEREA
MIXTA "GBG mn" S.R.L. ESTE TN_B?GISTRATA LA CAMERA
INREGISTRARII DE STAT

Numarui de indentificare de stat - codul fiscal

1083600117582
Date Inregisirad 06.61.1995
Date eliberdri 21.12.2004

. lova Galina, registrator de stat
Exariafios, neiny wfe, previinele shisoune
carg aaiiberal cortficatd

Efrrrr e

MD 0006733

o W S
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AGENTIA SERVICII PUBLICE

Departamentul inregistrare §i licentiere a unitéfilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

Nr. 399048 data 03.12.2018

numirea completa: Societatea cu Raspundere Limitatd '""GBG-MLD"
numirea prescurtatd: ""GBG-MLD" S.R.L.

rma juridicd de organizare: Societate cu raspundere limitata,

mérul de identificare de stat gi codul fiscal (IDNO): 1003600117582

ta inregistrarii de stat: 06:01,1995

dul de constituire: nou creata.

diul: MID-2001, str. Tighina, 65, mun. Chisiniu, Republica Moldova.
iectul principal de activitate:

Comertul cu ridicata al produselor farmaceutice

Cercetare si dezvoltare in stiinte fizice si naturale

Comerful cu améinuntul al produselor farmaceutice si de parfumerie
Productia echipamentului de control pentru procesele industriale
Practica medicala

Fabricarea utilajului medical si chirurgical si a dispozitivelor ortopedice

Productia de aparatura si instrumente de miésuri, verificare si control

Transporturi rutiere de marfuri

pitalul social: 5400 lei,
ministrator: CEAICOVSCHI TUDOR, IDNP 0971601546960

speiafii;

CTOLEVA VERA, IDNP 2000048101473, cota 108 lei, ce constituie 2%
CEAICOVSCHI TUDOR, IDNP 0971601546960, cota 5292 lei, ce constituie 98%
eficiar efectiv;

CEAICOVSCHI TUDOR, IDNP 0971601546960, cota - 98%

zentul extras este eliberat in temeiul art.34 al Legii nr.220-XVI din 19 octombrie 2007

ivind inregistrarea de stat a persoanelor juridice §i a intreprinzatorilor individuali si confirma

ele din Registrul de stat la data de: 03.12.2018.

[Datg cu caracter personal. Operator: [.P. | Agentia Servicii Publize”, {0 0000059




Anexa nr.7 la Instructiunea
aprobata prin ordinul [FPS
nr. 400 din 14 martic 2014

CC 04 AL

CERTIFICAT
privind lipsa sau existenta restantelor fata de bugetul public national

Nr. : din
T L A19(05835 ;ﬂ;l L 07.02.2019

L. Destinatar / Ionysarems

[Penm participare la proceduri de achizitij publice ]
Z. Date despre contribuabil / Hudopmaiws o nanoromnarensiike
| Denumiren Codul fiscal / Numirul de identificare
Hannlenosan e DuciansHbii ko / MieuTidnraomini Hosep
LGBG-M'LD S.R.L. I 1003600117582 A’
Aldresa sediului de baza (strada, numéirul) Codul - Denumirea localititii
AJIpef OCHOBHOTO MECTOPACTOMOIKEHHS (ynuua, Homep) Kon - Haumenosaline vaceneunoro nynxra
[ Tighina nr.65 |0130-SEC.CENTRU [
3. Ates

[Tonree
Crcrem

tarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /

PROCHNE OTCYTCTBUA UITH HAJIMYHA HEJOUMKHM COMTACHO JAHHBIX ABTOMaTU3MpOBaHHOH Undiopmaunoniiof
bl

Lalda
BLITA
0,00 1

ta emiterii prezentului certificat restanta la bugetul public national constituie/ Ha nary

HH TAHHOM CIipaBKH HEeJIOMMKa Nepea HallnOHAJIbHLIM HyGHI/I‘-IHbIM 6PO[[)K€TOM COCTaBIIAET:

st /oot
C1AJTEH.

4. Valal

5. Auter

Director

LS/ M

Execuipr: T, Strajescu-Lungu ‘Tel: 82-34-33

il pind la / [lefctenrenen no 22.02.2019

/

adjunct interimar al SF§| -

Funeiin lossuacr

__ Ludmila BOTNARI

Nuniele si prenumele/damans i s

Numele si prenumele:®asns n nas

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 07.02.2019 ora 16:23:01

cu aplicanea prevederilor pct, 82-83 Ordin IFPS nr.400 din 14.03,2014 (Monitorul Oficial 72-77/399, 28.03.2014)

NQTA (20,67)




T.(

LISTA FONDATORILOR “GBG-MLD” SRL

.| TUDOR CEAICOVSCHI - B.I. — A 03148654 din 13.08.09, of.03

.| COLEVA VERA- B.IL- A 48058559 din 14.06.2000, of.48

irector,

Ceaicovschi




Republicd Moldova

mun. Chigindu 2001

str. Tighina 65, of 607
tel/fax.; (373-22) 54-91-21
tel./faxy (373-22) 54-73-73 \ |
tel./faxy (373-22)54-91-20 oo o gl

Rechizitele bancare:

Cod fiscal/Cod TVA:1003600117582/0205086
BC “Moldova-Agroindbank”’SA

filiala M. Eminescu

. g cod: AGRNMD2X864

GLOBAL BIOMARKETING CROUP - oLbows. cont:IBAN MDOG6AG000002251748012675

fﬁjﬂl |Q.GER1
ISO 9001:2008 All Cert Systems, Certificat Seria C Nr. 02041 E’w'

Catre Centrul pentru Achizitii Publice Centralizate in Sinatate

In atentia grupului de lucru achizitii publice

LP 21004340

Re:

Il-
con
201

-\va
-ter

termn
cali
-vQ
-la

Clui

D_irc
"GH

Declaratie

Prin prezenta ,”"GBG-MLD” SRL care participd la Licitatia Publica nr. 21004340 din
18 .02.19 privind realizarea Programul National de prevenire si control HIV-SIDA si ITS,
form necesitatilor IMSP Spitalul Dermatologice si Maladii Comunicabile pentru anul
0,repetat v comunica urmatoarele:

fi prezent certificatul de origine pentru produs la momentul livrarii fiecirei transe.

menul de valabilitate - Citre ziua furnizarii méarfii beneficiarului nu mai putin de 80% din
nenul de la data producerii pana la data expirarii indicate in certificatul analitic (certificat de
late).

r fi prezente instructiunii originale la test si traduse In limba de stat.

solicitare vor fi prezentate mostre pentru testare.

[‘espect,

ctor
G-MLD” SRL

e
GLOBAL BIOMARKETING GROUP - MOLDOVA
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Manageme
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Data di Prima Emisgi

First Issue [{at e
2007-10-30

ITALCERT|S,

=

N

V ITALCERT

CERTIFICATO N° 505DM05

CERTIFICATE N° 505DM05

Sicertifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management Systermn

messo in atto da
implemented by

NUOVA APTACAS.r.l.
Via Monte Bianco, 4 - IT 20900 MONZA (M8)

nella Sede Operativa di
’ Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is in compliance with the standard

UNI CEJ EN ISO 13485-2016 (ISO 13485-2016)

per i seguenti Processi

concerning the following kinds of Processes

sestione della fabbricazione e immissione in commercio di tamponi sterili

er il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.

azione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Commercializzazione di dispositivi medici e diagnostici in vitro.

nt of manufacturing and placing on the market of sterile tampons. for sampling of biological specimens in

ce and in surgical field. Design and manufacturing of diagnostic medical devices for analysis laboratories
Marketing of medical and diagnostic devices in vitro.

Il presente Certificato é soggotto al rispetto delle condizioni stabilite dai Regolamenti per Ia cerhﬁcdnong in vnqor@ applicabili
his Cerfificaie shall sously the requirements 2stablished in the Rules for the oo forcy 5

In caso di dlscordan ratia le hngue utilizzate nella traduzione del contenuto del presente ¢
thcases of discreponcy balwesn ihe long iege

usad in the transiation of the content of this certijicaie, please rofar o tie )

L'AMMINISTRATORE: DELEGATO
" MANAGING DIRECTOR

g5 N

Dr. Ing. Roberto Cusolito

ione ~  Data di Prima Emissione [TALCERT D‘a‘ta“di"Rih\Qon Data di Delibera Data di Scadenza
First Issue Date {TA‘{J,E?ER7 Renewal Daté . Deliberation Date Expuation Date
2011-10-30 2017-10-30 2019-01-04 2020-10-29
ACCREDIA %,
UENTE TTALLARO D1 ACCREDFTAMENTG -~
SGQ N° 023A

raembra degll Accerd| dl Mutuo Ricenosclmento EA, IAF e ILAT
Signatary of EA, IAF and ILAC Mutual Recognition Agreements

| _Viale Sarca, 316 ~ 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | wwwi.italcert.it | italcertsri@legalmail it
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Neutral

VOHI i

er tlps have been manufactured in order to eliminate the rlsk of

itamination and forged results, caused by contaminated micropipettes.
rilized by ionizer rays irradiation, they are DNA, DNase ¢ RNase free,
Imium and Pyrogen free. Suitable for use in molecular biology, cell culture,
teriology, virology, immunology and radioimmunology. Supplied in rack

h lid, individually sealed by transparent film to grant its sterility. Material:
ypropy]lennu Autoclavable.

Eppendorf® - Biohit® Proline - Socorex® Acura - Gilson® Rack 96 2-200

HTL® - Nichiryo® - Thermo Scientific™ Finnpipette™-  Pipetman  pcs graduated
Rainin® (standard no LTS) P20 - - beveled
P100 -

P200
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MEUS S.r.l. —'#/ia

ROLL S.RLL.
KIMA S.R.L,

VACU TEE}EST
|

Frogettaziong e
Produzione di proyett

CiSQ is a member of
VL 3 B e P R A iz b
T n
RN

THE MTERMATIONAL L:ER'JIFI.CH'JII)N NETWIAK,
www iqnel-cartification.com
IQNet, the association of the world’s first class
certification badies, fs the largest praovider of management
System Cartification in the world,
IQNet is composed of more than 30 bodies and counts
over 150 subsidlarias all over the globe

ICIM

CERTIFICATO n.
CERTIFICATE No.

3| CERTIFICA CHE IL SISTEMA DI GESTIONE FER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED 8Y

GRUPPO VACUTEST KIMA

Sede / Head Office

Via dell'industria, 12 — 35020 Arzergrande (PD) - ltalia

Unita Operative / Operative Urnits
|.eonardo da Vinci, 24B — 26 — 28 — Zana Industriale Tognana ~ 35028 Piove di Sacco (PD) - italia
MEUS S.r.l. - Via dellindustria, 2 - 16 — 35020 Arzergrande (PD) - italia
L Via Leonarda Da Vinci, 24A — Zona industriale Tognana — 356028 Piove di Sacco (PD) - Italia
- Via Leonardo da Vinci, 22 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
VACUTEST KIMA S.r.l. - Via dell'Industria, 12 — 35020 Arzergrande (PD) — italia
KIMA S.r.l. via L. Da vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia

E CONFORME ALLA NORMA /IS IN COMPLIANGE WITH THE STANDARD

UNI CEI EN I1SO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 14 - 29

4265/4

sroduzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine.
= per microprelievi di sangue. Progettazione e produziane di Holders (camicie) per prelievo sottovuoto.

Progettazione e preduzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici, Progettazione e produzione di

terreni di colturs
Commercializzazi
labuoratorio analisi,

per microbiclogia. Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico.
pne di prodotti del Gruppo: kit diagnostici, terreni di coltura per microbiologia, articoli in plastica per
provetie con vuoto predeterminato e aghi sterili. Progettazione e produzione di stampi per articoli in

plastica pey laboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and productiq
and urine samples
Holders for vacuum §
production of ou
haematological sg
cisposable labware,

Rifeg

Per

Data emissidgne
Firsl issue

16/01/2007

n of test tubas with predetermined vacuum for collection of hasmatological samples, biological liquids
. Production of test tubes for micro-collection of haematological samples. Design and production of
ampling. Design and production of diagnostic kits for blood and biological liquids analysis. Design and
ure media for microbiclogy. Design and production of sterile needles and devices for collection of
mples. Trading of the products of the Group: diagnostic kits, culfure media for microbiology, plastic
st tubes with predetermined vacuum and sterile needles. Design and production of moulds for plastic
labware. Injection moulding of thermoplastic materials for medical devices

rirs] alla documentazione del Sislema di Geslione per la Qualila aziendala per I'applicabilita dei requisiti della norma di riferimenlo.
Refer lo ihe documentation of the Quality Management System for delails of application la referenice standard requirements
infarmaziani puntuali e aggiornale circa eventuali variazioni intervenute nelko slato delia eertificazione di cui al presente certificato,
si prega di contallare il n° {elefonico +39 02 725341 o indirizzo e-mail info@icim it
For limely and updaled information about any changes in the certiticalion stalus referred lo in this certificale,
please conlac the number +39 02 725341 or email address info@icim it

Data di scadenza
Expiring date
17/01/2022

Emissione coirente
Current issue

18/01/2019

Piazza Don Enrico Mapelli, 75 20099 Sesto San Giovanni {MI)
www.icim il
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MEUS S.r.l. - }‘/ia

ROLL S.R.L.
KIMA S.R.L..

VACUTEST

Progettazioné e
Produzione di provett

T OREL AN S e TR et e e s s R R A e TR T e

CISQ is a member of

THE INTE.FINATIONAI CERTIFICATION HETHORK
www.ignel-certlfication,com
IQNet, the sssociation of the world's first class
certification boties, is the largest provider of management
System Certiflcation in the world.
IQNat is cornposed of rore than 30 badies and counts
over 150 substdiaries o) over the globe

CERTIFICATO n.
CERTIFICATE No.

8I CERTIFICA CHE IL. SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office

Via dell'Industria, 12 — 35020 Arzergrande (PD) - ltalia

Unita Operative / Operative Units
Leonardo da Vinci, 248 — 26 — 28 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
MEUS S.r.l. - Via dellindustria, 2 - 16 - 35020 Arzergrande (PD) - ltalia
+ Via L.eonardo Da Vinci, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
- Via Leonardo da Vinci, 22 —- Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
VACUTEST KIMA S.r.). - Via dell'Industria,12 — 35020 Arzergrande (PD) — ltalia
KIMA 5.r.l1. via L. Da vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Halia

426414

E CONFORME ALLA NORMA /1S IN COMPLIANCE WiTH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES
EA: 14 - 29

produzione di provette con vuote predeterminato ad uso prelievo ematico, liquidi biologici e urine.
e per microprelievi di sangue. Progettazione e produzicne di Holders (camicie) per prefievo sottovuonto.

Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biofogici. Progettazione e produzione di

terreni di colturg
Commercializzazi
taboratorio anaTisi,
plasticd pe

per microbiologia. Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico,
pne di pradotti del Gruppo: kit diagnostici, terreni di coltura per microbiologia, articoli in plastica per
provette con vuoto predeterminato e aghi sterili, Progettazione e produzione di stampi per articoli in
I laboratorio analisi, Stampaggio di materie termoplastiche ad iniezione per articoli medicali

Design and productign of test tubes with predetermined vacuum for collection of haematological samples, biological liquids

and urine sampled
Holders for vacuum 3
production o cul
haematologicdl sd

. Production of test tubes for micro-collection of haematological samples. Design and production of
ampling. Design and production of diagnostic kits for blood and biological liquids analysis. Design and
ure media for microbiology. Design and production of sterile needles and devices for collection of
mples, Trading of the products of the Group; diagnostic kits, culture media for microbiology, plastic

disposable fabwale, test tubes with predetermined vacuum and sterile needles. Design and production of moulds for plastic

Fifi

Il presante o

labware. Injection moulding of thermoplastic mafetials for medical devices.

w3l afa documentlazione del Sistema i Geslione per [a Qualila azigndale per I'applicabilila dei requisiti deila norma di rilerimento
Reler lo the documentation of the Qualily Managemeni System for details of applicalion fo reference standard requirements

lifizate & soggelte al rispetio del documenta ICIM "Regolamento pet Ja certificazione dei sistemi di geslions” & al relalivo Schema specifico

Thi use and the valiily of thig cerlificate shall safisfy the requirements of the ICIM document “Rules for the cestilication of company management systems” and specific Scheme

| Per

Data emissione
First issue ‘

18/01/2007

nfarmazioni puntuali e aggicrnate circa even luali variazioni Inlervenute nelio stato della certificazione di cui al presente certiliato,
si prega di contallare il n° lelefonico +33 02 725341 o inditizzo e-mail info@icim it
For limely and updated informalion aboul any changes in the cerfificalion status referred to in this cedtificale,
please contacl the number +39 02 725341 or email address info@icim. it

Data di scaderza
Expiring dale
17/01/2022

Emissione corrente
Cutrent issue

18/01/2019

A
icim S.p.A.

Piazza Dan Ennco Mapelil 75 - 20099 Sasto San Giovanni (M)
wnw jcim.it

ACCR

UENTE TALING B{ACKH

SGQ N° 004 A ‘

tembro degli Adeord
Signatory of EA | IAF

I!DI[AMLRII.O

Www_CIsg.com

CISQ & |a Federazione Italiana di Qrpanismi di

Certificazione del sistemi di gestione aziendale

CISQ Is the Italian Faderation of managemont
system Certificat/on Bodios,

dl Mutuo Riconoscimaoto EA, 1AF @ [LAC
mit [LAC Mutual Recognllion Agreemenls




fabh

mant

inc
ad

telefonb
phone|

identificazi
prociuct]

nore
bra

classifigazi
prodiuct]

N
e,

¥ fl

L

Jacutestkima it

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato 111 della Direttiva 98/79/CE "Dispositivi Medico-Diagnostici [n Vitro” e s.n.i.
according to Annex 111 of the Directive 898/79/EC on " In Vitro Diagnostic Medical Devices" as amended

ricante VACUTEST KIMA S.r.l. - articoli per laboratori analisi
facturer disposable labware
irizzo Via dell'Industria, 12
e 35020 Arzergrande (PD) - Italia

posta elettronica

+39-049-9720624 fax | 39.049-9720182 info@vacutestkima.it

fax e-mafl

Sistema di prelievo di sangue e altri liquidi biologici
) ~ mediante provette con vuoto predeterminato in plastica
e el prodottl “WACUTEST KIMA”.

identification

“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

ommerciale

nd name “"VACUTEST KIMA”

hne dej prodotti dispositivi diversi da quelli elencati nell’Allegato II delia Direttiva 98/79/CE e s.m.i.
Classification devices ather then those mentioned in Annex II of the Directive 98/79/EC as amended

sotto la

Tutta la do
Essenzigl
\

|

| .

| under our
|

Itogg
place

WA osrl - Vaguum tubes - Via delPindusteia, 12 - 20 ARZERGRANDE (PD) itaty - e-mail in?
G109 9720624 - Fax <35 049 8719543/ 9720182 - Ref‘ Mp F”OO‘ ,CO L Fise, o PIVA 03450130285 - REA PL 311670 - G

Si dichiara
propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i." Dispositivi Medico-Diagnostici in Vitro™.
-umentazione tecnica richiesta dall’Allegato Il della succitata Direttiva e comprovante il rispetto dei Requisiti
i cui all’Allegato | della Direttiva, € conservata a cura del Fabbricante

Hereby we declare
sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/FC
as amended on "In Vitro Diagnostic Medical Devices”.
All the supporting documents, as required by Annex III, in order to prove conformity to the Essential
Requivements as listed in Annex I, are retained under the premises of the Manufacturer

e date

e Arzergrande, 01/01/2015

. Assicuratore Qualita / Quality Manager
?:?‘I?ﬁ'.s' . Giovanni Chia r:n

C { tL/g. -g—‘;»( L/{ {,,s ;\;}‘“’1‘ g‘“;
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Search ...

EDTA tubes - Kima

CUTEST
nMme)

EDTA TUBES

CODE SIZE

13501 18 x

13505 13 x

13520 13 x

o (S
=

VAL,
NAC '-‘é
=
5 { ]
- .g
; =
E |
: 3
e =
B
s o

& &

SHELF-
DESCRIPTION DF\AWING COLOUR LIFE
|

|
K2 EDTA Tl Lavender 18

ﬁ months

K2 EDTA Zlnl Lavender 18
7 months

K2 EDTA 2 ml Translucent 18

| RN R [y S
Utilizzando il sito, accetti I'utilizzo deichook‘ie da parte

nostra. raggiort infarmaziond Accetto

http://www .kima.it/en/sistema-di-prelievo-sottovuoto/provette-sottovuoto-con-edta/?fromsearch=13001

PACKAGING

100 /1000

100 /1000

100 /1000

LABEL

Paper

Paper

Paper
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CODE SIZE

135560 3x
100
nm

13560 16 x
00
mm

13001 [ 13 x
15

Fﬂﬁ%'é' l M

13005 13 %
mm

13840 13 x
15
mm

130200 13 %

o

13148 1B x

|
i

rhm
613005 1B x
mm

6130200 18 x

13010 18 %

}/\,fﬂ: g{ Z mm

DESCRIPTION

K2 EDTA

K2 EDTA

K3 EDTA

K3 EDTA

K3 EDTA

K3 EDTA

K3 EDTA

K3 EDTA

K3 EDTA

K3 EDTA

DRAWING

6 ml

9 ml

2 ml

2 ml

2 ml

2 \mi

2 ml

2l

EDTA tubes - Kima

COLOUR

Light
green &

Lavender

Lavender

Lavender

Translucent
lavender

i

Translucent
lavender

Black
Lavend

Translucent
lavender

| avianAdar

SHELF-
LIFE

18
months

18
months

18
months

18
months

18
months

18
months

18
months

18
months

18
months

R

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

nostra, maggior informaziont

§
i
H
A

Accetto

s

hitp:/fwww. kima.itlen/sistema-di-prelievo-sottovucto/provette-sottovuoto-con-edta/?fromsearch=13001

PACKAGING

100 /1000

100 /1000

100 /1000

100 /1000

100 /1000

100 /1000

100 /1000

100 /1000

100 /1000

N0 /1000

LABEL

Pape

Paper

Paper

Paper

Paper

Paper

Paper

Transparent

Transparent

Paper

3/6
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CODE

13150

13161

131100

13025

13136

13182

013010

13030

o33

hitpi/iwww. kima.it’en/s

113 x

mm

13 x

mm

mm

1B x

mm

mm

DESCRIPTION DRAWING

K3 EDTA

K3 EDTA

K3 EDTA

K3 EDTA

K3 EDTA

K3 EDTA

K3 EDTA

K3 EDTA

K3 EDTA

K3 EDTA

3ml

3ml

3ml

3 ml

3 ml

3ml

3ml

3 ml

3 ml

4 m|

EDTA tubes - Kima

COLOUR

Translucent

lavender

b d

Black '

Rusty '

Lavender

Lavender

SHELF-
LIFE

18
months

18
months

18
months

18
months

18
months

18
months

18
months

18
months

18
manths

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

nostra. maggtiori infor

Accetto

stema-di-prelievo-sottovuoto/provettersottovuoto-con-edta/?fromsearch=13001

PACKAGING

100 /1000

100 /1000

100 /1000

100 /1000

100 /1000

100 /1000

100 /1000

100 /1000

100 /1000

100 / 1000

LABEL

Paper

Paper

Paper

Paper

Paper

Paper

Paper

Paper

Transparent

Paper
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Sterile multi-sample needies and luer ag 15022019 Stenie mulli-sample needies and hier sdapters - Xima
= SHELF-
= CODE DESCRIPTION COLOUR LIFE PACKAGING
=) 1526504 Sterile multi-sample needles 21G 12" (@ 0,8 x  Green 36 100 /1000 /
qbﬁf Qwﬂ /./ 38 mm) months 6000
15225 Sterile multi-sample needles 22G 1" (@ 0,7 x Black 36 100 /1000 /
25 mm) morths 6000
Search ...
1526506 Sterile multi-sample needles 22G 14" (@ 0,7 Black 36 100 /1000 /
o %yﬁx« av.. “ X 38 mm) months 6000
1526537 Sterile Luer adapter (& 0,9 mm) Translucent 36 100 /1000 /
light blue months 6000
1526537A  ESA 1 Holder with integrated Luer adapter. Neutral 36 100 /400
Individually wrapped in peel-pack manths
STERILE MULTI-SAMPLE NEEDLES AND LUER
SHELF-
CODE DESCRIPTION COLOUR LIFE PACKAGING
15201 Sterile multi-samole needles 2CG 1" (@ 0,9 x Yellow 36 100 /1000 /
25 mim) monrths 6000
i St Sle eed 36

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

nostra. Accetio

nHp fwwa - e enlsistema-gi-pre rvo-soltovicto/aghi-e-adattor!-sterili-per-prelievi-

35

5000

G0 /1000 /
G0

REp dwan

ar/sistema-ci-prelievo-sottovioto/aghi-e-acatt

Utilizzando il sito, accetti 'utilizze dei cookie da parte

nostra.

Accetto

/?fromsearch="525504
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ESA holder single use - Kima

ESA THOLDER

CODE DESCRIPTION SHELF-LIFE
169018 ESA 1single use Holder 60 months
Pt 24| - 34"
FSA SAFETY HOLDER
CODE DESCRIPTION SHELF-LIFE
Utilizzando il sito, accetti I'utilizzo dei cookie da parte
16940 ESA Holder witt nostra. magiiort informazios Ac_cetto

http:/fwww kima.it/en/'

sistema-di-prelievo-sottovuoto/esa-holder-uso-singolo/?fromsearch=esa

PACKAGING

100 /1000

PACKAGING

100 /1000

1/2



6275 728 16 (»¢-)
£

xed , SvEL AOIOVII=12HID
Mm_%m,wﬂm\amv 22€ L0L 706 re-) B $8764 NOIDVIIAILETD 52 S0, £
2 OICIHICE - 1 0Z3dAVD /0 zapz eueq

SODIATE | 0Z3dWYD /D Z3p 1 Puibeg

e s seqoidwn apAng

SIWIV B 40 GAAA 2] 4D J0PEZIEI0T UQIDETNAE €] UR CTUFLINOVP J3p PEDID

810012 /8 ewll) Bl 9D Eypay
g S0IPNPRId A SOUAWRIPAN AP OURASS BIVUALY O 2SR

Ze|( SBWE™T SNSa( L\ "0pd

%Oﬁmtcmm SO3nn,

A sg; AL
U gpg, ‘
@ IDa
P @1ouedss gyoians
SORMVLINVS SOL3NA0Yd A SOLNINVYIIGIN 3C VIONVIST VIONIOV V1 3G vHOLO3HIG

810z % 2ugWomip 9p 81 ‘pUpEly

BLOZ-ZL-8L :9IDP UONDIYILAD [0 j0M3uU3Y [ UGIDEADUIY

€LOT-11-£Z 3)0p LORDIYNIAT [0NIU [|RI2IUL LODEIYIIA)

LZ02-21-2} ‘0i/eISBH 8L0Z-TL-8| ‘Woiy fepseq Aupios Jo 3ipg /zepijea ap eydaly
Y/N 33uedje ap sau

sanbiuyay Abojorg ippndajow
pup Abojounwiiu) m:o:u&E Bx SjpLaIDW Bt:ou v:u SI01D.1G11DD muzuen ,Ewmcmg 'sjuabpay

cisa30 'ubs

dojaasp 'ubisag

lenaajopy eibojoig ap seaiusa) A esoddajul

ejbojounwu] eied |onuod ap s3jeuslew A saiopeiqijes ‘soandeal sopnposd A soandeay
04311 uy odnsoubeip esed solejues sojonpoad ap uoanpoid £ ojjoiresap ‘ouasiq

sa1AI0 Bummonof 3y 404 / sapepianae sajuainbis se) eled

Aj231-0LejIA-1UURAID) UES 01535-66002-/7 P2NPIED D BIA
B [UDDEINGE] ap A (2005 pay

‘I'4°s saqoadoig >nsoubeiq oud-eiq

‘wonduosap adods jpo1BojouyIal 3yl Jo DIEP JO J3A3) By L) 3bUDYD) Aupdwios ayj o}
‘(sanbiuyra; A60J01q 10)Nd3J0W puD ABOjOUNWILLY SNONIBJUY) esaidwrs e e
adods pa1bojouyIa) ayx Wl sishjoup Jo poyraw ay3 Jo uondussap ayi ur ebuby)

sa50dind £1010)nBa. 40§ s1uaWaNbaY - SWaISAS ualuaBbouDW AMONE — 313D J0NPa
souejuswe|baa sauy esed soyisinbay ~ pepijed ap UOKRSID AP SELUSISIS ISOLIEUES SONPOI]

(9102 :S8¥€EL OSI B 910Z :58+EL OSI N3)

| 031690|0u33) OlIquIE (3P UEPALIDSIP B} US 3)|E13P 3P [PAIU 3P OIqUIED
(Jejna3jow ejbojolq ap sexuda) A esoppaayul elbojounwiul)

o : 8102:58%¢L OSI NI-INN
03160j0u3) oyqwe |3 us Edwdd) ap ody Pp ugpdudsap Bl U2 oiquie) 8L0Z-Z1-81L
PADPUD]S 3y} YNM 2IUDPI02I0 Ul
uondusap uoDIPOy JuopedyIpow ef ap uoididsaq a10d/eyra4 SIouEuRG5T
SuoRDIYIpOw 2d0dS / aduedje |3p SAUOIEIYIPON N3 6£00 LL €L0¢C

ou 31001/11132 3y} SJUDIE
6.
FLYDIHLLEID 8LOZS8FEL OSI NI-INN /210Z:58%EL OSI NI-INN 0QVIIILYID SRR

| XANNY /1 OXINY SOIYVLINYS S012N1d08d A SOLNIWYIITIN 3T YIONVIST VIDNIOV FH.

SORIVLINYS SOLONA0Nd A SOLNIIAYIIGIA 30 VIONVLST VIONISY

T ceobSI/eE N
I¥21411Y4133

QLINSNOD




880 OCVO(JILON OWSINVDNO

s3 sdwae@gleguo

Y1033 03HE0

- 780z eubey

23 # 20090 B S0 JOCEDEIDT LODEIE A i ROIOWE Bpan:

8L0Z/L /6L ewly B) ap YOS ,_
sEnnTis L soWswWedpaly sp ejoueds3 eiousby sod slusw)enBip opewis

023MASdZXE ‘opezieooT

ZB|(q SeweT SnSar iy op4

SOty
L segy,

I 210upy

88 Eizuag,

SOIYVLINYS SOLONA0Yd A SOLNIWYIIAIN 3d YIONVYLS VIONIOV v1 3G vH0103HId
810Z 8P 2IGWSIACU 8P G| 'DLIPENY

ANUIOJIOD JO UOTBIBEP S U S INpejnuew
au} Aq pepnpul spnpod &say) JO SYJELSPEL] [[B SJACO SJEDLINEO SIYL / “PRPIWIIOJUCO 8P UOREJepep
s W ojuedliqe; B Jod sepinpul sopnpoid Sokss ap sedsew e[ Sepo) eseduwe Opedil) o 83

(uoneordde poo|g ei] 104 - $1531 761) GA'ID GWODAL -
(51521 096) 096 A TNOIAI -

(51891 08%) 08P HD ANODAT -

(51521 96) 96 IDANODAL -

(51591 Z61) 9D DANODAL -

annelfend ¥3113 / oaueend VSITH By @ g AlH

[Lozo aal
*OANVN] (vS113) Aesse jusquosounuiul pssuil-ewAzug Aq ‘UOISHUI ¢ PUB | AJH O SIS JO susw peds
UeLuny ut uorjedljuenb pue Lo jew.yuco ‘uolleu s ay; Joj spnpo.d anipess pue syuebesy /(S |T3)
EONBWIZUS UQIDJI0SgeoUNUU | 3P SEDIUDS) SIURIDSW ‘Z A | A|H Jod uonos)ulap S3J0PED Je W ap SeuewINy
SEJISONW Us UOPESLIIUEND A UOELLIUCO ‘UQeUTW BEP | eled sOAIDEs sojpnpold A soAlpesy

HeUsy VBT HoXeUY 'Y 81T LOBEORSeIDUODED BRI

'S36886 P SNOIIDBJU | uBLINY JO disoubelp 1o} s|elsiew
joJ3uco pue siojeiglied ‘spnpo.d Juebesl pue ‘siuebesy / sesooe)ul sapepsLLBiue ap colsoubelp p eled
1011UCO 8p SBE1LeW A SSI0PEIIED 'SOAIDES ! sopnpold A soAlesy BdA} sore( / opnpo.d sp odi|

LBp| SSUPPY/UODIBII] WSP| PWENRIQUON
SAEIES B! ] P2 OWMy/3() 2| 21UE Opez |0 NE Bl s Joay

(Afe3l) ouRjN — UUBADIS) UBS O3S B600Z- /2 'DINPIED " BIA SHIppyuonce.Ig
| 45 s8godoig oisoube|q 0.d 'Bi0 BUWBNA IO

BInpejnue eIl ged

3JO InoAey U |epP JoAB]

8LE0 €20c/LL/8L eLEs=H 8L0Z/LL/61 woidepsg {3 6£50 20 800¢
ou gN/sU NO Aliplien jo sleQ/zepiien sp eyed OURJEDIB])oU OPEDHILBD
£102Z/L1//T B¥ep uosuap® e /efo Lio.d Bwininep eype 4
S002/20/7L ¥ep [ERU] /RIUI EYR 4 — NO ISNILXT/VOOHHOHd
03/6//869AIKB1IQ 'p UOHES ‘A [ XBULY LM EOUEP.I000E U]
ALYDI4IETID NOILYNINYXI-NO 8§30 03
JUBL/86 eAIPRIIQ BISP ¥ ojund ‘A 08Uy P UCO Op BN Sp

OMNIZCIO I3 I3 N WYY T 30 OIS L Ty

BLE0 OQVII(_ON OWSINVDYO

sap L euBey

P EE FDETIEI0T MY SRR,

ZEI(] SEWeT SNSS |\ Cpd

SOuestee So13np0sg =

" SOrugiye o

b 2iouedss mwuwwwmmmnw ; &éﬂ\

SOIGVLINYS SOLONAOYd A SOLNINVYIIQIN 3G VIONVYLST VIONIOV V1 3Q vHOLOINHIA
810C op 2i1quiainou ep g1 'pupe

oAlRlIg

U} Jo sjuawR DS A} 13Ny SPNPOId PeqLIossp By} Jo UBESP au} 1ey} sSeluBIENd PUE ‘020 SO £00Z oN
JOESOP U| PAUBIUCO UO ejuslunoop UB SSp sy} 40 JUSLLESSSSE SU) UG PONSS| S| SIe0l 180 SIL . /BALOR1IC B
2p soyisinbai sof 3jdwind s031953p s019npoid s0] 9p 0U3SIP [0 anb vznueIES K “0PT0 SO COOT N SNUIpadxa
[3 U2 BPIUSIUOD OUSSIP [3P BIIUF) UQIOBIUSWNOOD €] 3P UQOEN[BAD Bj 9P BIQUINIISUOD S3 OPBILILSD 21T
1D 88€0 Z1 €00C oN 832 41.BD

welsfs soueunssy Altent |In4 O3 auyr Aq peluedwoooe eq MW 21EOLRI0 SIUL /1D 88€0 71 00T
oN [B30L PEPL[ED 3D BLUBIED) 2P BWSISIS 3p J0) OPEdLINas [0 1od opeuedwoor JI 3GSp OPEdLIlS0 9isg

(A1) oue|i — luUBADIE) UBS 095 B6002- L2 1ONpIED 'O BIA
‘I rgs=qoadoig onsoubeig 04 BIg

43 U jfUS CpeoGE|3

)R ED SIL O SEUUy U [ LReds 0pen )1 87 8128 3P soXeU Y Us sopeoypadss BdA | od] |
ssessip shofoeul joogsoube|( [ sesomoe ul sSEpepsu Bl p copsoubeiq dnoub oo et odnig
Soraq [BEEi 2SoUBeIg 00IA U]/ (SUIA U]. 03050usSE] B 1ed SO] JBlIUES SOlNpo.ld AioBeiene)icbeien

‘phpoyd ey} Jo4popnposd pelegd

UBp| SSSUpPPY/UORCRUI] URD| BWEN@IGLICN
a\ejuEse el N PELOYINY 3 €] 2)UE CPEZ| JOINE ojUBUesa J0od

(AlB1]) DUE|I N — IULEAOIS) UBS O3S -66002- A2 'DONPIED ‘D BIA SSBUpPY/UsKXS g
‘[ g s2goudolg oisoubeigoid v |Q BLEeNBIqLoN

BinpenUefpIeoe]

*JO INOARY U [/ 9P JOAB) Y

gLe0 €20Z/LL/8L oLRERH  8L0Z/LL/6L Woliepsed {d4 6€50 20 8002
ou gN/att NO Aypifen josleq/zapiieasp eusa 0U BJEO Y ILBD/U OPEDLITBD

€102/L1/.2 S1ep uosuepe e fefoio.id ewnnap ey
§002/Z0/7L Biep Ui BYSd — NO SNILXT/vOOHHQHd
03/64/86 MDA P UOIDSS A XPUUY Uiim 8OUBPICTO. Ul
FLYD14 11430 NOILYNIWYXI-NS 1S3 O3
30/6./86 BAIRSUIQ B8P ‘P 0jund ‘A | 0XeUY P UOO OpBNoE op

ORIV AT ST I R IAN AT TR e pel 381 ey

A= R e e s e R e e LS T e e e e

NSO O I NV VAT 0 OO Yo aT L= o

=
@ TIDOS BYLSINGTE & M 2

_ “ — OWNSNOD ‘IWTINY5 30 4k
OYILSINGY g i



NS IVCOMB.CE/eng | Page | lof 10 ] Rev.: 6 1 Date: 2015/06 -

/fw 4 1

HIV AbgAg

Fourth generation Enzyme Immunoassay
for the determination of antibodies to
Human Immunodeficiency Virus or HIV

type 1&2&0 and P24 HIV-1 Antigen
in human serum and plasma

- for “in vitro” diagnostic use only -
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A, INTENDED USE

The kit is|a solid phase enzyme immunoassay for the in-vitro
diagnostic |screening of antibodies to all subtypes of HIV-1 and
HIV-2 and HIV-1 antigen (p24) in human serum or plasma.

This kit is intended exclusively for In vitro diagnostic use in an
authorized |clinical laboratory and the test has to be carried out by
specifically|lrained health-care professional personnel.

B. INTRODUCTION

Epidemiolobjical evidence indicates that an infectious agent
transmitted| through intimate contact, intravenous drug use or use
of Infgcted blood or blood products leads to Acquired
Immunadeficiency Syndrome (AIDS).

This disease affects T-cell mediated immunity, resulting in severe
lymphopenia and a reduced subpopulation of helper
T-lymphocytes. Destruction of this T-lymphocyte population by the
virus causgs an immune deficiency, resulting in a reduced or
deficient response to subsequent infections.

Consegquently, infections become more severe and may cause
death. At present, there is no successful treatment for AIDS.

The etiglog|cal agent has been identified as a retrovirus, human
immunodefitiency virus type 1 (HIV-1).

A closely related, but distinct type of immunodeficiency virus,
designated |HIV-2, has also been isolated. This virus causes a
disease that is indistinguishable from AIDS.

Serological cross-reactivity between HIV-1 and HIV-2 has been
shown to be highly variable from sample to sample.

This varlability requires the inclusion of antigens to both HIV-1 and
HIV-2 for the: screening of antibodies to HIV-1 and HIV-2.

The presence of anti-HIV-1 and/or anti-HIV-2 andior HIV p24
antigen |n the blood indicates potential infection with HIV-1 and/or
HIV-2 dnd |consequently this blood should not be used for
transfusion ¢r for manufacture of injectable products.

C. PRINCIPLE OF THE TEST

Syntheti¢c peptides representing immunodominant epitopes of
HIV-1 and H|V-2 together with a monoclonal antibody to p24 HIV-1
antigen are goated onto wells of a microplate.

The peptides and the antibody have been carefully selected to
ensure the screening of antibody and p24 antigen to all HIV-1
subtypes, including subtype O and HIV-2. Serum or plasma
samples jare|added to these wells and, if antibodies specific to HIV-
1 and/or|HI-2 (IgG, IgM or IgA) are present in the sample, they
will form|stable complexes with the HIV peptide antigens in the
well. In case HIV-1 p24 is present in the sample, the antigen will
be captuted by the specific monoclonal antibody,

Antigen-antihody complexes are then identified through the
successive addition of: (1) biotinylated peptides, a biotinylated
monoclonal dntibody to HIV-1 p24, and: (2) horseradish peroxidase
HRP Streptavidin conjugate.

The hydrolytic activity of horseradish peroxidase allows for the
quantificatior} of these antibody-antigen complexes.

Peroxidase sibstrate solution is then added.

During incubation, a blue color will develop in proportion to the
amount af anti-HIV-1/2 antibodies or HIV-1 p24 antigen bound to
the well, thus|establishing their presence or absence in the sample.
Wells containing samples negative for anti-HIV antibody and/or
p24 antigen remain colorless.

A stop solutidn is added to each well and the resulting yellow color
is read on a micropiate reader at 450 nm.

D. COMPONENTS
The standard format of the product code IVCOMB.CE contains
reagents for 192 tests.

1. Microplate [MICROPLATE]

n° 2 microplates. 12 strips of 8 breakable wells coated with HIV
specific gp36, gp41 and gp120 peptides and with a Monoclonal
Antibody specific to the HIV-1 p24 Ag. Plates are sealed into a
bag with desiccant.

2. Negative Control |[CONTROL

1x4.0mlivial. Ready to use control. It contains animal serum
negative for HIV antibodies and for p24 antigen, and 0.1%
Kathon GC as preservatives. The negative control is yellow-
brown color coded.

3. Positive Control HIV-1 Ab [CONTROL 1+

1x4.0mi/vial, Ready to use control. It contains inactivated
HIV 1 antibody positive serum, filtered HIV Ab&Ag negative
animal serum and 0.1% Kathon GC as preservative. The
Positive Control is light green color coded.

Important Note: The positive control has been inactivated using
B-propionolactone BPL/UV.  This does not fully ensure the
absence of viable pathogens, and therefore, the control should be
handled as potentially biohazardous, in accordance with good
laboratory practices.

4. Positive Control HIV-2 Ab [CONTROL 2»!]

1x4.0ml/vial. Ready to use control. It contains inactivated HIV2
antibody positive serum, filtered HIV Ab&Ag negative animal
serum and 0.1% Kathon GC as presetvatives. The Positive
Control is dark green color coded.

Important Note: The positive control has been inactivated using
B-propionolactone BPL/UV.  This does not fully ensure the
absence of viable pathogens, and therefore, the control should be
handled as potentially biohazardous, in accordance with good
laboratory practices.

5. HIV-1 P24 Ag Calibrator [CAL Ad

2 vials. Lyophilized. It contains not infectious recombinant p24
antigen in a 10 mM phosphate buffer pH 7.0+/-0.2 with 0.3
mg/ml  Gentamicine Sulphate and 0.1% Kathon GC as
stabilizers. This component is calibrated against the NIBSC 1°
International HIV-1 p24 Ag reference sample 90/636 (diluted
1:256) as well as the EFS HIV Ag performance panel (3015-
3022).

Important Notes:

1) The Calibrator contains p24 recombinant Ag with a
concentration of about 100 pg/ml, corresponding to aboul 4 1U/mi.
2) The volumea necessary to dissolve the content of the vial may
vary from lot to lot. Please use the right volume reported on the
label .

6. Wash buffer concentrate WASHBUF 20

2x60ml/bottle. 20x concentrated solution. It contains 0 1%
Kathon GC. Once diluted, the wash solution contains 10 mM
phosphate buffer saline pH 7.0+/-0.2 and 0.05% Tween 20

7. Conjugate # 1 [CONJ 1]

8 vials.  The vial contains lyophilized biotinylated HIV1&2&0
gp36, gp41 and gp120 peptides and a biotinylated monoclonal
antibody specific for HIV 1 p24 antigen. Vials are to be
resuspended with 6 ml of the Conjugate # 1 diluent.

8. Conjugate 1 Diluent [CONJ 1DItj

1x60mlibottle.  Used to dissolve the lyophilized powder of
Conjugate # 1, it contains Tris saline Buffer supplemented with
0.05% Kathon GC, Tween 20 and BSA.

9. Conjugate # 2 @@

1x25ml/bottle The solution contains HRP conjugated with
streptavidin in Tris saline Buffer supplemented with 0.05%
Kathon GC, Tween 20 and BSA. This componerit is color coded
in pink/red.
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10. Chromogen/Substrate SUBS TMB

1x45mifbgttle Ready-to-use component. It contains 50 mM
citrate |buffer pH 3.5-3.8, 4% dimethyisulphoxide, 0.03% tetra-
methyl-bepziding or TMB and 0.02% hydrogen peroxide or
H202.
Note: To |be stored protected from light as sensitive to strong
ilfuminatiof.

11. Sulphurric Acid H2S04 0.3 M

1x25mlfbottle It contains 0.3 M HzS04 solution.
Attention: |rritant (H315, H319; P280, P302+P352, 332+P313,
P305+|P351+P338, P337+P313, P362+P363)

12. Sample Diluent: [DILSPE]

1x14mlivigl Contains Tris saline buffer supplemented with 0.05%
Kathon G0, anti HAMA blocker, and Tween 20, used for specimen

dilution This component is color coded in light blue.
13. Plate gealing foils n° 4
14. Package insert n°1

Important|note: Upon request, Dia.Pro can supply reagents for
96, 480, 960 tests, as reported below :
1. Microplate n’1 n°s n°10
2.Negative Control 1x2.0mlfvial 1x10mlfvial 1x20mlfvial
3.Positive Canlrol 1 1x2.0mlivial 1x10ml/vial 1x20ml/vial
4. Positive Confrol 2 1%2.0mi/vial 1x10mljvial 1x20ml/vial
5.HIV p24 Calipratar 1 vial n° 5 vials n® 10 vials
8. Wash buff cone 1x60ml/battle 5x60ml/bottles 4x150mli/boltles
7.Conjupate # |1 n*4 vials n°20 vials n°40 vials
8.Conjugale 1 Diluent | 1x30mlivial 3x50ml/bottles 2x150ml/bollles
8.Conjugate # p 11 Smlivial 2x38ml/bottle 2x75ml/bottle
10.ChromiSubgitrate 125miivial 3x42ml/bottle 2x125mli/boltles
11.Sulphuric Agid 11 5miivial 2x40ml/bottles 2x80mi/boltles
12.8ampleDilugnt 1T mifvial 1x35mi/bottle 1x70mli/bottle
Plate seal foils n"2 n° 10 n°® 20
_Pack, insar 1 n°1 n° 1
Number of tests 896 480 960
Code IVCOMB.CE.96 | IVCOMB.CE.480 | IVCOMB.CE.960

E. MATERIALS REQUIRED BUT NOT PROVIDED

1. Calibraled Micropipettes (200ul and 10ul) and disposable
plastic |tips.

2. ElA/grade water (bidistilled or deionised, charcoal treated to

remove| oxidizing chemicals used as disinfectants).
3. Timer with 60 minute range or higher.
4. Absorbent paper tissues.
5, Calibrated ELISA microplate thermostatic incubator capable

to provide a temperature of +37°C,
6. CaIibraiEd ELISA microwell reader with 450nm (reading)

and \witl) 620-630nm (blanking) filters.
Calibrated ELISA microplate washer.
8. Vortex gr similar mixing tools.

~

F. WARNINGS AND PRECAUTIONS

1. The kit has to be used by skilled and properly trained
technical personnel only, under the supervision of a medical
doctor respansible of the laboratory.

2. When the kit is used for the screening of blood units and
blood comppnents, it has to be used in a laboratory certified and
qualified by lhe national authority in that field (Ministry of Health
or similar enfity) to carry out this type of analysis.

3. All the personnel involved in performing the assay have to
wear protective laboratory clothes, talc-free gloves and glasses.
The use of| any sharp (needles) or cutting (blades) devices
should be ayoided. All the personnel involved should be trained
in biosafety| procedures, as recommended by the Center for
Disease | Control, Atlanta, U.S. and reported in the National
Institute of Health's publication: "Biosafety in Microbiological and
Biomedi al Liaboratories”, ed. 1984,

4. All the personnel involved in sample handling should be
vaccinated for HBV and HAV, for which vaccines are available,
safe and effective.

5. The laboratory environment should be controlled so as to
avoid contaminants such as dust or air-born microbial agents,
when apening kit vials and microplates and when performing the
test. Protect the Chromogen/Substrate from 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 of
the kits. It is recommended that components between two kits
of the same lot should not be interchanged.

8. Check that the reagents are clear and do not contain
visible heavy particles or aggregates. If not, advise the
laboratory supervisor to initiate the necessary procedures for kit
replacement.

9. Avoid cross-contamination  between  serum/plasma
samples by using disposable tips and changing them after each
sample.

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 infective. All human
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 Institutes of Health's
publication: “Biosafety in Microbiological and Biomedical
Laboratories”, ed. 1984.

13. The use of disposable plastic-ware is recommended in the
preparation of the liquid components or in transferring
components into automated workstations, in order to avoid
cross contamination.

14. Waste produced during the use of the kit has to be
discarded in compliance with national directives and laws
concerning laboratory waste of chemical and biological
substances.  In particular, liquid waste generated from the
washing procedure, from residuals of controls and from samples
has to be treated as potentially infective material and inactivated
before waste. Suggested procedures of inactivation are
treatment with a 10% final concentration of household bleach for
16-18 hrs or heat inactivation by autoclave at 121°C for 20 min.
15, Accidental spills from samples and operations have to be
adsorbed with paper tissues soaked with household bleach and
then with water. Tissues should then be discarded in proper
containers designated for laboratory/hospital waste.

16. The Sulphuric Acid is irritant. In case of spills, wash the
surface with plenty of water.

17. Other waste materials generated from the use of the kit
{example: tips used for samples and controls, used microplates)
should be handled as potentially infective and disposed
according to national directives and laws concerning laboratory
wastes.

G. SPECIMEN: PREPARATION AND RECOMMENDATIONS
1.Blood is drawn aseptically by venepuncture and plasma or
serum is prepared using standard techniques of preparation of
samples for clinical laboratory analysis. No influence has been
observed in the preparation of the sample with citrate, EDTA
and heparin.

2. Avoid any addition of preservatives to samples; especially
sodium azide as this chemical would affect the enzymatic
activity of the conjugate, generating false negative results.

3. Samples have to be clearly identified with codes or names in
order 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") samples
have to be discarded as they could generate false results.
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Samples pontaining residues of fibrin or heavy particles or Chromogen/Substrate:
microbial ilaments and bodies should be discarded as they Ready to use. Mix well end-over-end before use.
could give|rise to false results. 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.

If this component has to be transferred use only plastic, possible
sterile disposable container.

5. Serd and plasma can be stored at +2°..8°C for up to seven
days after|collection. For longer storage periods, samples can
be stored|frozen at —20°C for several months. Any frozen
samples should not be frozen/thawed more than once as this
may genefate particles that could affect the test result.

6. If particles are present filter using 0.2-0.8u filters to clean up
the sample for testing.

7. Do not| use heat inactivated samples as they could give
origin to fajse reactivity.

Sulphuric Acid:

Ready to use. Mix well end-over-end before use.
Attention: Irritant (H315, H319; P280, P302+P352, 332+P313,
P305+ P351+P338, P337+P313, P362+P364).

H. PREPARATION OF COMPONENTS AND WARNINGS
A study copducted on an opened kit has not shown any relevant
loss of activity up to 2 months.

Legenda:

Warning H statements:
H315 — Causes skin irritation.

F H319 — Causes serious eye irritation,
Microplatgs: v

Allow the fnicroplate to reach room temperature (about 1 hr)
before jopening the container. Check that the pouch is not
broken|or that some defect is present indicating a problem of
storage. In this case call Dia.Pro's customer service.

Unused strjps have to be placed back into the aluminum pouch,
in presence of desiccant supplied, firmly zipped and stored at
+2°..8°C. When opened the first time, residual strips are stable
up to two months.

Precautionary P statements:

P2B0 - Wear protective gloves/protective clothing/eye protection/face
protection,

P302 + P352 — IF ON SKIN: Wash with plenty of soap and waler.

P332 + P313 — If skin irritation occurs: Get medical advice/attention.

P305 + P351 + P338 — IF IN EYES: Rinse cautiously with water for
several minutes. Remove contact lenses, if present and easy to do
Continue rinsing.

P337 + P313 — if eye irritation persists: Get medical advice/attention,
P362 + P363 - Take off contaminated clothing and wash it before reuse
Negative Control:

Ready to use. Mix well on vortex before use. Sample Diluent:

Ready to use. Mix well end-over-end before use.

Positive Controls Ab:

Positive controls are ready to use. Handle Positive Controls Ab 1. INSTRUMENTS AND TOOLS USED IN COMBINATION

as potentially infective, even if HIV, if present in the control, has WITH THE KIT

been chemically inactivated. 1. Micropipettes have to be calibrated to deliver the correct
volume required by the assay and must be submitted to
regular decontamination (household alcohol, 10% solution
of bleach, hospital grade disinfectants) of those pafts that
could accidentally come in contact with the sample. They
should also be regularly maintained in order to show a
precision of 1% and a trueness of +/-2%. Decontamination
of spills or residues of kit components should also be carried
out regularly.

Calibrator Ag

The Lyophilized Calibrator Ag contains a non-infectious
recombinant p24 antigen. The volume of EIA grade water to be
used for its dissolution and to reach the appropriate p24
conc:entratr';sn (about 100 pg/ml) is written on the vial label.
To help| digsolve the lyophilized pellet, vortex a few times, at
regular intgrvals. Complete dissolution should be achieved

within 2-5 minutes, 2. The ELISA incubator has to be set at +37°C (tolerance of
Ngte: When dissolved the Calibrator is not stable. Store in +/-0.5°C) and regularly checked to ensure the correcl
aliquots at =20°C. temperature is maintained. Both dry incubalors and walter
baths are suitable for the incubations, provided that the
Wash buffer concentrate: instrument is validated for the incubation of ELISA tests.
The 20x concentrated solution has to be diluted with EIA grade 3. The ELISA washer is extremely important to the overall
water up to 1200 ml and mixed gently end-over-end before use. performances of the assay. The washer must be carefully
As some sall crystals may be present into the vial, take care to validated and correctly optimized using the kit controls and
dissolve all the content when preparing the solution. reference panels, before using the kit for routine laboratory
In the prep ration avoid foaming as the presence of bubbles tests. Usually 4-5 washing cycles (aspiration + dispensation
could QMB ofigin to a bad washing efficiency. of 350ul/well of washing solution = 1 cycle) are sufficient to
Importam‘ Note: Once diluted, the wash solution is stable ensure that the assay performs as expected. A soaking time
for 1 wepk at+2,8°C. of 20-30 seconds between cycles is suggested. In order to
< set correctly their number, it is recommended to run an
Conjugate # 1: . ' assay with the kit controls and well characterized negative
The Canjugate # 1 mix solution must be prepared immediately and positive reference samples, and check to match the
before starting the test. Add 6 ml of Conjugate 1 diluent directly values reported below in the sections "Validation of Test"
to one Conjugate # 1 vial to dissolve the lyophilized powder. and "Assay Performances’. Regular calibration of the
This preparation (a total of 6 ml in one vial) is sufficient for 32 volumes delivered by, and maintenance (decontamination
tests, or(4 gomplete vertical strips of the microplate. To help and cleaning of needles) of the washer has to be carried out
dissolve the |lyophilized powder, vortex a few times, at regular abcording to the instructions of the manufacturer,
intervals, 4. Incubation times have a tolerance of +5%.
Important Note: Any unused portion of this reconstituted 5. The ELISA microplate reader has to be equipped with a

Conjugate #

1 Solution may be stored at +2..8°C for no more

than 12 hours. After this time it has to be discarded and the
emply, used| container has to be washed with EIA grade water
and kept|dry for any following re-use.

Conjugate #/2:

Ready to jusg

reagent. Mix well end-over-end before use,

reading filter of 4560nm and with a second filter (620-630nm,
strongly recommended) for blanking purposes. Its standard
performances should be (a) bandwidth < 10 nm:; (b)
absorbance range from 0 to > 2.0; (c) linearity to > 2.0; (d)
repeatability > 1%. Blanking is carried out on the well
identified in the section "Assay Procedure”. The optical
system of the reader has to be calibrated regularly to ensure
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that the correct optical density is measured. It should be
regularly maintained according to the manufacturer 's
instructions,

6. When|using an ELISA automated work station, all critical
steps | (dispensation, incubation, washing, reading, data
handling) have to be carefully set, calibrated, controlled and
regularly serviced in order to match the values reported in
the sections “Internal Quality Control”. The assay protocol
has tg be installed in the operating system of the unit and
validated as for the washer and the reader. In addition, the
liguid | handling part of the station (dispensation and
washing) has to be validated and correctly set. Particular
altentipn must be paid to avoid carry over by the needles
used for dispensing and for washing. This must be studied
and cantrolled to minimize the possibility of contamination of
adjacenl wells. The use of ELISA automated work stations
is recommended for blood screening when the number of
samples to be tested exceed 20-30 units per run.

7. When lusing automatic devices, in case the vial holder of the
instrument does not fit with the vials supplied in the kit,
transfgr the solution into appropriate containers and label
them with the same label peeled out from the original vial,
This operation is important in order to avoid mismatching
contents of vials, when transferring them. When the test is
over, felurn the secondary labeled containers to 2..8°C,
firmly ¢apped.

8. Dia.Prp's customer service offers support to the user in the
setting| and checking of instruments used in combination
with the kit, in order to assure compliance with the
requirgments described. Support is also provided for the
installgtion of new instruments to be used with the kit.

L. PRE ASSAY CONTROLS AND OPERATIONS

1. Check|the expiration date of the kit printed on the external
label of the kit box. Do not use if expired.
2. Check|that the liquid components are not contaminated by

naked-pye visible particles or aggregates. Check that the
Chiompgen/Substrate is colorless or pale blue by aspirating
a smal| volume of it with a sterile transparent plastic pipette.
Check [that no breakage occurred in transportation and no
spillagg of liquid is present inside the box. Check that the
aluminym pouch, containing the microplate, is not punctured
or damaged.

3. Dildte all the content of the 20x concentrated Wash Solution
as desgribed above.

4. Dissolve the Calibrator Ag.

5. Dissolve the Conjugate # 1 vial containing lyophilzed
powder with the Conjugate 1 Diluent (1 Iyophilized
Conjugpte # 1 + 6ml Conjugate # 1 Diluent) to obtain the
Conjuggte # 1 Mix as described in the proper section.

6. Allow all the other components to reach room temperature
{about || hr) and then mix as described,

7. Set the ELISA incubator at +37°C and prepare the ELISA
washer| by priming with the diluted washing solution,
according to the manufacturers instructions. Set the right
number of washing cycles as found in the validation of the
ingtrurment for its use with the kit.

8. Check that the ELISA reader has been turned on at least 20
minuteg before reading.

9. If using|an automated workstation, turn it on, check settings
and|be sure to use the right assay protocol.

10. Check that the micropipettes are set to the required volume.

11, Check fhat all the other equipment is available and ready
to use.

12. In case|of problems, do not proceed further with the test and

advise the supervisor.

M. ASSAY PROCEDURE

The assay |has to be carried out according to what reported
below, takirg care to maintain the same incubation time for all
the sampleg in testing.

1. Automated assay:

In case the test is carried out automatically with an ELISA
system, we suggest to make the instrument dispense 50 ul
Sample Diluent first and then 150 ul controls and samples.
Before the next sample is aspirated, needles have to be duly
washed to avoid any cross-contamination among samples or
tips have to be changed.

For the next operations follow the operative instructions reported
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
calculated by the instrument and taken intc consideration by
delaying the first washing operation accordingly.

The correct number of lyophilized Conjugate # 1 must be
dissolved 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.

2. Manual assay:

1. Dissolve the right number of lyophilized Conjugate # 1 with
Conjugate # 1 Diluent before starting to dispense the
samples and controls of the test.

2, Place the required number of strips in the microwell holder,
Leave the 1% well empty for the operation of blanking.

3. Dispense 50 ul Sample Diluent in all the wells, except A1
used for blanking.

4, Dispense 150 ul of Negative Control in triplicate, 150 ul
HIV1 Positive Control, 150 ul HIV2 Positive Control and
150 ul of Calibrator Ag in duplicate in proper wells.

5. Dispense 150 ul of Sample in each properly identified well.
Mix gently the plate on the work surface, avoiding
overflowing and contaminating adjacent wells, in order to
fully disperse the sample into the diluent.

6. Incubate the microplate for 60 min at +37°C.

Important note: Strips have to be sealed with the adhesive
sealing foil, supplied, only when the test is carried out manually.
Do not cover strips when using ELISA automatic instruments,

7. Wash the microplate with an automatic washer by
delivering and aspirating 350uliwell of diluted washing
solution as reported previously (section 1.3).

8. Pipette 150 ul Conjugate # 1 mix, prepared as described
before, into each well, except the 1* blanking well, and
cover with the sealer.

Important note: Be careful not to touch the plastic inner
surface of the well with the tip filled with the Conjugate
Contamination might occur.

9. Incubate the microplate for 30 min at +37°C.

10. Pipette 100 ul of Conjugate # 2 in all the wells, except A1,
and gently agitate the microplate to mix the two
conjugates.

Important Note: This solution must be added to the bottom of
each well to ensure proper performance. Inadequate mixing of
the two solutions (Conjugate 1 and Conjugate 2) may reduce
the binding of streptavidin HRP (Conjugate 2) lo the biotinylated
reagents and consequently affect the performance of the assay.
Be sure to provide an adequate mixing when the Conjugate # 2
is added, both in the manual and in the automated procedures.

11. Incubate the microplate sealed for 30 min at +37°C.
12. Wash as in section 7.
13. Dispense 200 ul of Chromogen/Substrate mixture into each

well, the blank well included. Then incubate the microplate
at room temperature (18-25°C) for 30 minutes. Start
the timing immediately after addition of this component to
the first well.
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Important note: Do not expose to strong direct illumination. Q. INTERNAL QUALITY CONTROL
High background might be generated. A check is carried out on the controls and the calibrator any time
the kit is used in order to verify whether their OD450nm values
14. Pipette 100 ul Sulphuric Acid into all the wells using the gre as expected and reported in the table below.
same | pipefting sequence as in step 13 to stop the
enzymatic reaction. Addition of acid will turn the positive
controfs and positive samples from biue to yellow/brown. Check _Requirements
15. Measure the color intensity of the solution in each well, as Blank well < 0.100 OD450nm valus
described in section 1.5, at 450nm filter (reading) and at 620- Negalive Control < 0.200 mean OD450nm value after blanking
630nn} (background subtraction, strongly recommended), NG) Absorbance of individual negative control
blanking the instrument on A1, values mus! be less than or equal t.o 0,200. .If
one value is outside this range, discard this
value and recalculate mean. If two values are
Important notes: ) . . . outside this range the run should be repeatad.
1. If the |second fifter is not available ensure that no finger V-1 Ab Mean OD450nm > 0,700,
prints |are present on the bottom of the microwell before Positive Control
reading at 450nm. Finger prints could generate false HIV-2 Ab Mean OD450nm > 0,700.
paositivi results on reading. Positive Control
2. Reading has to be carried out just after the addition of the HIV Ag Callbrator §/Co > 1
Stap Solution and anyway not any longer than 30 minutes
after its addition. Some self oxidation of the chromogen can )
oceur leading to high background. If| the results of the test match the requirements stated above,
3. The Calibrator (CAL) does not affect the cut-off calculation proceed to the next section.
and therefore the test results calculation. The Calibrator Ifl they do not, do not proceed any further and operate as
may be used only when a laboratory internal quality control ~ fallows:
is requijred by the management. i
Problem - Check
lank well 1. that the Chromogen/Sustrate solution has not
0.100 OD450nm got contaminated during the assay
N. ASSAY|SCHEME Negative Control 1. that the washing procedure and the washer
INC) seltings are as validated in the pre qualification
= # 0,200 OD450nm study,
Method Operations gfter blanking 2. that the proper washing solution has been
Sampla Diluent 50 ul ustfed and the washer has been primed with il
< P before use;
E::f;?g;and Grllbratar ]gg 3i 3. that no mistake has been‘done in the assay
s = procedure (dispensation of positive control
1" incubation 60 min instead of negative control;
Temperature +37°C 4. that no contamination of the negative control
\Wash step 4-5 cycles or ofltheir wells has or(]:curred due to positive
1 : samples, to spills or to the enzyme conjugate;
Cnc‘njn]ugate# ! 150 'T” 5. that micropipettes haven't got contaminated
2" incubation 30 min with positive samples or with the enzyme
Temperature +37°C conjugate
Conjugate # 2 100 ul 6. that the washer needies are nol blocked or
3" incubation 30 min partially abstructed.
Tlemperature +37°C Rositive Controls 1. thal the procedure has been correctly
Wash step 4-5 cycles < 0.700 OD450nm executed;
s 2, that no mistake has been done in the
TMB/H202 200 ul distribution of conlrols (dispensalion of negative
4" incubation 30 min control instead of positive control. In this case,
Temperalure r.t. the negative control will have an OD450nm
: i value > 0.200, too.
ﬁil:;iirlcoﬁ\[;:id H:ggﬂill 3. that the washing procedure and the washer
9 settings are as validated in the pre qualification
study;
4. that no external contamination of the positive
An exarnple of dispensation scheme is reported below: control has occurred.
HIV Ag Calibrator 1. that the procedure has been correctly
. SCao<1 executed;
- Mmmpfate - 2. that no mistake has been done in the
1l - 2 SlAfSIE T8 [8 [0 [42 distribution of conlrols (dispensation of negative
A BLK CAL Ag control instead of Calibrator Ag. In this case,
B_ MC CAL Ag the negative control will have an OD450nm
c NC S1 value > 0.200, too.
8] MC 52 3. that the washing procedurs and the washer
E | POS 1 Ab 53 settings are as validated in the pre qualification
E | POS1AD 54 study;
G [ POS 2 Ab S5 4. that no external contamination of the positive
|LH | POS 2 Ah 56 control has occurred.
| 5.that the lyophilize powder was dissolved
Legenda: BLK|=Blank NG = Negative Control ~ POS 1 Ab = HIV -1 Ab Positive correctly with the correct volume of water
Control, ROS 2 Ab = HIV -2 Ab Positive, CAL Ag = HIV p24 Ag Calibrator, S = wiitten on the vial label,
Sample
Should these problems happen, after checking, report any
residual problem to the supervisor for further actions,
6
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P, CALCULATION OF THE CUT-OFF R. PERFORMANCES

The lesls| results are calculated by means of a cut-off value Evaluation of Performances has been conducted in accordance
determined with the following formula on the mean OD450nm to what reported in the Common Technical Specifications or

value of the Negative Control (NC):

NC + 0.125 = Cut-Off (Co)

The wvalug
results|

found for the test is used for the interpretation of
as described in the next paragraph.

Impartant note: When the calculation of results is done by the
operalive system of an ELISA automated work station be sure
that the proper formulation is used to calculate the cut-off value

and generate the right interpretations of results.

Q. INTERPRETATION OF RESULTS
Test resulls are interpreted as ratio of the sample OD450nm
and the Cyt-Off value (or S/Co) according to the following table:

S/Co | Interpretation
<1 Negative
>1 Positive
A nega‘rive result indicates that the patient has not been infected
by HIV,

If the initial| absorbance value is equal to or greater than the cut-
off valug, retest the sample in duplicate. If both retest values are
less than he cut-off, the interpretation is not reactive for HIV
antibody and/or antigen (negative).

If one or bgth retest values are equal to or greater than the cut-
off the lintarpretation of the test results is repeatedly reactive.
The sample should be considered reactive or positive for HIV
antibody apdfor antigen according to the criteria of this HIV
ELISA test.
A positive tesult is indicative of HIV Infection and therefore the
patient shoyld be treated accordingly.

Important potes:

1. Interpratation  of results should be done under the
supervision of the responsible of the laboratory to reduce
the risk|of judgment errors and misinterpretations.

2. Rrepealedly reactive specimens should be submitted to a
Confirmation Assay before diagnosis of HIV infection is
releasefl,

3. When test results are transmitted from the laboratory to an
informatics centre, attention has to be done to avoid
arroneous data transfer.

4. Diagnosis of HIV infection has to be done and released to
the patignt only by a qualified medical doctor.

An example| of calculation is reported below:

The following|data must not be used instead or real figures obtained by
the user. ‘

Negative Control: 0.110-0.120- 0,115
O0450nm Mean Value: 0.115 OD450nm
Lower than €. 200 — Accepled

HIV 1 Ab Positive Control: 2,000 0D450nm mean value
Higher than 0700 — Accepted

HIV 2 Ab Positive Control: 2.100 OD450nm mean value
Higher thdn 0.700 — Accepted

|
Calibrator|Ag:
S/Co>1 |

1.322 OD450nm mean value
Acpeptad

Cut-Off = A) 115 +0.125 = 0.240
Sample 1:| 0.070 OD450nm
Sampie 2:| 1.630 0D450nm
Sample 1 8/Cg < 1 = negative
Sample 2 5/Cg > 1 = positive

CTS (art. 5, Chapter 3 of IVD Directive 98/79/EC).

The performance evaluation was carried out both in an external
centre of excellence for HIV diagnosis, that examined the device
on & population of antibody positive and negative samples
against a CE-marked kit used in the laboratory as reference,
and in DiaPro's laboratories as well to complete the study.

R.1 ANALYTICAL SENSITIVITY

The limit of detection (or analytical sensitivity) of the assay has
been caloulated by means of preparations specific for HIV-1 and
HIV-2 antibody and HIV-1 p24 Ag detection, supplied by NIBSC
Blanche Lane South Mimms Potters Bar Hertfordshire EN6
3QG, UK.

Samples were diluted in HIV Ab&Ag negative plasma to
generate limiting dilution curves and examined in duplicate.

The lables below reports the mean OD450nm values and the
S/Co index:

NIBSC anti-HIV 2 monitor sample
code 99/674 — 005

Sample | Lot# 0506 | Lot# 0706 | Lot# 0906
Dilution | OD450nm | S/Co | OD450nm | SiCo | OD450nm | S/Co
i over >14.5 over >16.0 over >15.1
2 3.838 4.1 3.765 14.5 3.774 4.4
4 2.371 8.7 2.268 8.7 2.319 8.3
Bx 1.253 4.6 1.097 4.2 1.140 | 4.4
16x 0.700 2.6 0.712 2.7 0735 | 28
32« 0.462 1.7 0.439 1.7 | 0.483 1.8
641 0.281 1.0 | 0.260 1.0 0.294 1.1
128x 0.189 0.7 0.171 07 | 0174 0.7
diluent 0.140 0.5 0.122 0.5 0.131 05
The device shows a limiting dilution value at 64x,
NIBSC British working standard for anti HIV 1
code 99/750 -007
Sample | Lot# 0506 | Lot# 0706 | Lot# _ 0906
Dilution | OD450nm | S/Co | 0D450nm [ S/Co 0D450nm [ S/Co
1x 2.206 B.1 2086 | 80 | 2142 8.2
2% 0.999 3.7 | 0825 3.6 1.027 | 33
4x 0.475 1.7 0.486 19 | 0486 | %9
[ 0.295 1.1 | 0301 [ 12 0.289 | 14
16x 0,212 0.8 0206 | 0.8 0220 | 08
dijuent 0.140 0.5 0.122 05 ] 0131 [ 05
The devise shows a limiting dilution value at 8x.
NIBSC British working standard for anti HIV 1
code 99/710 — 007
Sample Lot # 0506 Lot # 0706 | Lot# 0306
Dilution | OD450nm [ S/Co | OD450nm | SiCo 0D450nm [ SiCa
Ix 0.588 2.2 0.611 24 0607 | 23
2x 0,301 1.1 | 0.309 1.2 0.312 1.2 |
4x 0.198 0.7 | 0210 0.8 0.192 07 |
dilient [ 0140 |05 [ 0122 | 05 | 0131 | 05 |
The devise shows a limiting dilution value at about 2x.
NIBSC HIV-1 p24 Antigen Monitor Sample
code 02/146-002
Sample | Lot# ' 0506 | Lot# 0706 Lot# _ 0906
Dilution | OD450nm | S/Co | OD450nm [ S/Co | OD450nm | S/Co
ix_ 3664 | 13.4 | 3650 |14.0 | 3.552
X 2.151 7.9 2,133 8.2 2.086
4% 1.209 4.4 1.178 45 | 1214
fx 0.734 2.7 0729 | 28 0.780
163 0.388 14 | 0342 |13 0351
32 0,259 0.9 0.236 0.9 0,229
|_diluent 0.140 05 | 0122 [ 06 | 0,731

The devise shows a limiting dilution value at about 16x.
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NIBSC|1® International reference Reagent for HIV1 Ag

code 90/636 — (Version 4, 12 May 2009)

Samplel| Lot# 1 | Lot# 2 Totd 3§
_Uiml || ©D450nm | $/Co | OD450nm | S/Co | OD450nm | S/Co
16 2063 | 148 | 2048 [148| 2053 |14.5
g 1.118 3.0 1.121 8.1 1.124 8.0
4 0.571 4.1 0.574 4.1 0.578 4.1
4 0.290 24 0.297 24 0.290 2.0
1 0,160 1.2 0.162 1.2 0.160 1.1
0.5 0.104 0.7 0.105 0.8 0.103 0.7
dilugnt 0.014 ] 0.014 [l 0.014 i
Note: Lol 1 =[C2EZT2/6 — Lot 2 = C2E2T2/5— Lol 3 = C2EZTZA
The devise shows a sensitivity < 2 1U/ml as required by
CTS:2009

R.2 DIAGH
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NOSTIC SPECIFICITY AND SENSITIVITY

nostic Specificity:

to the first study, where a total of more than 5000
biood donors, more than 200 hospitalized patients,
mination for non HIV pathologies) and more than 100
interfering specimens (other infectious diseases,

body positive, patients affected by non viral hepatic

dialysis patients, preghant women, hemolized,

lipemic, et¢.) were tested, the diagnostic specificity was recently

assessed
different Ig
observed.
No false r¢
has been
standard te
and sera h
Frozen| sp
interferenc

No

R.2.2 Diag
The diagn
population

Re

inteffer

by testing a total of 3268 negative samples on four

ts. A value of diagnostic specificity of 100% was

ractivity due to the method of specimen preparation

observed. Both plasma, derived with different
chniques of preparation (citrate, EDTA and heparin),
ave been used to determine the value of specificity.
Bcimens have been tested, as well, o check for
25 due to collection and storage.

nce was observed.

1ostic Sensitivity
ostic sensitivity of the test was determined on a
pf HIV positive specimens.

sults ard reported in the tables below.

Etablissement Francais du Sang
Mixed titer Performance
Panel HIV Ab (1-6) Lot # 11

1D | Comppsition | Lot# 0506 | Lot# 0706 | Lot# 0506 ] S/Co
| S/Co S/Co S/Co mean
|1 | HIVZ{{i/200) >14.5 >15.0 >15.1 >14.9
2 | HivZ{li/soo) 10.0 10.2 10.2 101
3 nagative 0.4 0.4 0.4 0.4
4 | HVi(i/700) 5.0 8.0 9.1 9.0
5 | HIVA(ji780) 14,5 >15.0 =151 >14.9
Lﬁ HIV{[i/200) 1.9 1.9 18 1.9 )

BBl Anti-HIV 1 Low Titer
Performance Panel - PRB 108

Wember [ IVCOMB.CE | IVAB,CE
D # '5ICo _sito
1 3.5 3.4
2 0.5 0.2
E] 2.3 2.5
4 114 10.6
5 3.8 2.9
8 5.9 53
7 4.0 37
8 75 5.3
g 6.9 3.2
10 24 1.5
11 8.8 72
2 ad 2.9
13 3.7 23
14 7.2 6.1
15 10.9 6.3

BBl Anti-HIV 1 Low Titer
Performance Panel - PRB 107
(modified version)

Member | IVCOMB.GE | Ref, Kit
1D # S/Co S/Co
2 5.6 3.7
3 241 4.5
5 0.5 0.1
6 4.4 7.2
i 1.4 1.0
8 6.3 71

10 1.8 3.5
12 5.9 50
13 [S 3.3
15 3.2 2.7

BBl antl HIV-1 Low Titer
Performance Panel - PRB 106

Member | [VCOMB.CE | Ref, Kit
D# siCo siCo
1 4.5 7.5
|z 2.6 1.8
3 5.2 20
4 &1 .9

5 11.4 17.6 |

[ 0.5 01|
7 3.9 7.8
8 13.2 15.7
g >14.5 16.6
10 6.1 12.7
11 4.8 6.8
12 3.0 2.4
13 5.9 10.5
14 7.7 6.0

15 »14.5 55 |

BBl Anti-HIV 1 Mixed Titer
Performance Panel - PRB 204

Member | VCOMB.CE [ Ref. Kit
10# SiCo S/Co
1 1.2 1.0
3 >14.5 652
3 0.3 0.2
4 >14.5 85.1
5 >14.5 6.1
| & >14.,5 67.5 |
7 >14.5 6.0
] =14.5 4.6
9 13 24 |
10 >14,5 65.1
11 >14.5 65.4
12 »14.5 63.8
[ 13 4.7 67.0
14 >14.5 3.8
15 >14.5 83.6
16 >14.5 66.6
17 >14.5 68,8
18 >14.6 71.2
19 >14.5 71.5
20 >14.5 68.5
21 »14.5 71.7 |
22 =145 68,5
|23 0.3 0.2
24 2.3 23
25 0.8 0.9
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BBI anti HIV 1/2 Combo

Performance Panel - PRZ 206

Member | |
_ID#

BBl HIV-1 Incidence/Prevalence

Performance Panel - PRB 601
Member [ IVCOMB.CE [ Ref. Kit
ID# |  SlCo S5/Co

1 »14.5 18.5

2 =145 17.4

3 >14.5 7.4

4 >14.5 17.4

5 >14.5 15.8

G >14.5 17.4

7 >14.5 18.5

8 >14.5 17.4

B >14.5 17.4

10 »14.5 17.4

11 >14.5 18.5

12 >14.5 17.4

13 >14.5 17.4

14 =14.5 17.4

15 =14.5 174

BBl Worldwide HIV

Performance Panel - WWRB 303

Member | IVCOMB.CE | Ref. Kit
ID# |  S/Co | SiCo
1 >14.5 »15.9
2 >14.5 »15.9
3 >14.5 >15.9
4 >14.5 >15.9
5 4.1 >15.9
6 >14.5 »15.9
7 >14.5 >15.9
8 >14.5 >15.9
9 1.1 2.4
10 >14.5 »15.9
11 11.3 0.3
12 0.3 04
13 >14.5 >15.9
14 >14.5 =15.9
15 >14.5 >15.9

Performance Panel

Etablissement Francais du Sang

HIV Ag (2015-3022) lot 2004

Sample | IVCOMB.CE [ Concentration HIV 1
~ Lot# 0506 p2d4 Ag
. -~ SiCo [pgiml]
B015 8.7 500
BO16 4.2 250
BO17 1.8 100
BO18 1.2 50
B0O19 0.9 25
3020 0.6 10
8021 0.6 5
3022(diluent) 0.5 diluent

BBI HIV p24 Antigen Mixed Titer
Performance Panel - PRA 203

Member | IVCOMB.CE | Ref. Kit
ID# S/Co S/Ce
1 2.3 4.3
2 4.4 12.2
3 1.4 6.0
4 1.9 3.0
5 Nd Nd
6 1.0 1.3
7 2.9 5.7
8 3.0 1.5
9 04 0.5
10 3.6 12.2
11 2.4 3.1
12 1.6 3.5
13 7.2 2.9
14 0.4 0.8
15 3.3 2.5
16 1 18
17 2.5 6.3
18 1.7 2.4
19 0.4 0.5
20 4.6 17.0

Moreover, in the external Performance Fvaluation a total of 651
positive samples, including HIV type 1, HIV type 2, HIV type 1
mixed subtypes (including 0), HIV 1 Antigen, more than 40 early
seroconversion HIV samples and cell culture supernatants were
evaluated and a value of 100% was found.

Finally, more than 30 panels of seroconversion containing
samples of HIV 1/2/0 Antibodies and/or HIV-1 p24 Antigen
positive, obtained from BBI, USA, were evaluated using
IVCOMB.CE lot # 0508. In the table below results are reported.

~ Sprocopversion ' IVCOMB.CE IVAB.CE
. Panel : 4" Generation 3" Generation
HIV. Ab&Ag HIV Ab
D ~ First specimen detected positive in the
ikt . panel
FRB 910 (J) 2 3
PRB 916 (F) 4 5
PRB 917 (Q) 2 5
PRB 979 (8) 1 2 -
PRB 022 (V) 1 i
PRB 524 (X) 5 3 ]
FRB 926 (Z) 3 5
PRB B27 (AB) 2 3
PRB 928 (AC) 2 3 ]
PRB 978 (AD) 4 6 ]
FRE 930 (AE) 2 3 |
PRB 931 (AF) 6 —
PRB 933 (AH) 2 i 2 J
PRB 835 (Ad) [ K
FPRE 937 (AL) 4 not delecled
PRE 838 (AM) 1 3
PRE 939 (AN) 7 9
PRB 940 (AP) 2 4
FRB 841 (AQ) 4 5
FRB 842 (AR) 4 nat detected
FRB 944 (AT) 3 5
FPRB 946 (AV) 3 not delacted
PRB 947 [AW) 2 4
FRB 94B (AX) 4 not detected
PRE 943 (AY) & 5
PRB 850 (AZ) 3 4
PRB 952 (BB) 3 5
PRB 853 (BC) 3 4
PRB 955 (BE) 3 4
FREB 956 (BF) 5 nol detected

The device shows a better sensitivity than the previous
generation as it is able to detect the p24 antigen.
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The resulis of the Performance Evaluation, correlate perfectly

with whal stated by EU CTS and show an overall value of
diagnostig sensitivity of 100%
R.3 PRECGISION
The precision of the device was assessed by determining its
values in @ within and between runs. In the table below results
are reported for a negative sample and a low positive sample.
Average values | Negative Low
N =48 | Sample | Positive
0OD450nm 0.136 0.916
Std.Deviation 0.011 0.022
CV % 7.6 4.0

S. LIMITATIONS
The user of this kit is advised to carefully read and understand this

package |

order to of
and reage

incubation

sert. Strict adherence to the protocol is necessary in
tain reliable test results. In particular, accurate sample
nt pipetting, along with careful washing and timing of
steps is essential for accurate and reproducible

detection of HIV-1 and HIV-2 antibodies and HIV-1 p24 antigen.

After the
should be

Immunofiu

IEIA test is performed, repeatedly reaclive specimens
ubmitted for additional testing using Western Blot (WB),
rescence Assay (IFA),  Radioimmunoprecipitation

Assay (RIFA) tests and PCR for HIV nucleic acid.
The determination that a person's serum contains antibodies or
p24 antigen to HIV has extensive medical, social, psychological

and econor
Itis recom
medical ev

sequence.

tic implications.

nended that confidentiality, appropriate counselling and
luation be considered an essential aspect of the testing
AIDS and AIDS-related conditions are clinical diseases

and their diagnosis can only be established clinically.

EIA testin

A non-reac

not preciu

The risk of
developing
Falsely rea

g alone cannot be used to diagnose AIDS.

ive test result at any point in the testing sequence does
de the possibility of exposure to or infection with HIV.
an asymptomatic person, who is repeatably reactive,
AIDS and/or AIDS-related conditions is not known.

ttive test results can be observed with a test kit of this

nature. - THe proporttion of reactive samples will depend on the

sensitivity
HIV-1 and
Antibodies

HIV vaceing

and specificity of the test kit and on the prevalence of
HIV-2 antibodies in the population to be screened.

o HIV may occur due to voluntary participation in an
study,

Interpretation of this diagnostic test will depend on the type of
vaccine givgn. Correlation with the medical history and additional

testing may

volunteers
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All the IVD Products manufactured by the company are under

the control of a certified Quality Management System approved
by an EC Notified Body. Each lot is submitted to a quality control
and released into the market only if conforming with the EC
technical specifications and acceptance criteria.

Manufacturer:
Dia.Pro Diagnostic Bioprobes Srl

Via G, Carducci n° 27 — Sesto San Giavanni (MI) — Italy
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JOB AID

VISITE
CD4

CAPILLARY

ol

MATERIALS PROVIDED TO RUN TEST

LY

omega

DIK\GN[)STICé

ADDITIONAL MATERIALS REQUIRED

<1 =
[ . 1 nﬁ'
z [t | ,. )
4 ¢ B e
=l -—! — g =
TEST SAMPLING | BUFFER ALCOHOL RETRACTABLE DISPOSAELE GLOVES TIMER PEN SHARPS BIN DRY GAUZE OR
DEVICE DEVICE SWAB LANCET TISSUE
\
0 |
COLLECT ALL THE REQUIRED MATERIALS BEFORE STARTING THE TEST. READ INSTRUCTIONS CAREFULLY.
. n g:?;l; SZEL?: i(‘jsate E e Tear open foil pouch F \(/j\/rite patient's |
-‘ : ' identifi ‘
within i c? ; and remove items, IdE;;CIEI.EF on i
(] 200060 s ﬁi- J >
E Y0000KK | e :!;,' Discard desiccant sachet. s e (e 4]
gre LS TR g
n WA E Ask the patient which is their Do’s and Don’ts
. PuF R [ .‘"‘r nor-dominant hand and clean the
5 pair of disposable side of the finger with the alcohol ;
C | Goves ’ swab where the prick will be BUFFER BOTTLE
‘ I"'i » performed.
\ ‘ ; p A i : Allew the finger to air dry and
o ‘“ . pierce the skin of the fingertip to
" the side of the ball of the finger.
E H E Carrect Incarrect
Dispose of the Wipe away F ’ Gently squeeze
| _ refractable the first drop a8, the finger until SAMPLING DEVICE
) & - lar|cet]into of blood with [ 34 a full drop of
- a sharps bin a piece of dry blood develops.
Py o immediately. ‘ qauze or tissue '
Q Al and dispose of .
= in sharps bin.
= ‘
Corrsct Incarrect

mold sampling devic

e horizontally and touch Touch the centre of Well A
the tip to the blood sample. Capillary action gently and squeeze bulb to
will draw blood to the %/ck line. Do not expel the blood sample inta
squeeze the bulb to|draw bload into the Well A,
tUbe, l

2l -l
(IR = H O =4
DO NOT RE-USE
,00, THE TEST
{83
e ®

Burnet Institute

Medical Research. Practical Actian.

Consult Instructions for Use Do not re-use

FINGER WIPE

Dot wipe first




&
i Discard the | Walt for 3 MINUTES. o Temae =
o . sampling device into L= Yo A, g[
- a sharps bin. K = 7
Q e \:"\h a0*
"';f‘_’r_l': 3 Minutes ;ﬁ/ Pmes -\ E3
S
14
() | Wit for 17 MINUTES. Add 3 drops of g 1 Wait for 20 MINUTES.

O, e
e | ,,}J@’?”
~—

- 17 Minutes

m INTERPRETATION OF RESULTS

The Cline is the CONTROL line and must be present when reading the test results for the test to be valid.
The 350 line must be present when reading the test resuits for the test to be valid.
Results are interpteted visually by comparing the colour intensity of the TEST (T) fine with the 350 line:

T line EQUAL INTENSITY
to (350 line
Ci34 count < 350 cells/pL

Test result is

T line MISSING
CD4 count < 350 cells/uL

Test result is

T line LIGHTER than 350 line

CD4 count < 350 cells/ul

Test result is

BELOW REFERENCE BELOW REFERENCE BELOW REFERENCE
50 li ine MISSING C line MISSING
T line DARKER than 350 line 350 line B
: CDA count > 350 cells/ul - Repeat the test _ Repeat the test
lc _‘J. C ¢ = '1{
| ! | ]
% j Tesk result is ey | Test result is | B "‘l Test result is
TS ABOVE REFERENCE T8 INVALID LR INVALID
18 -
Dispose of all Dispose of the test S
packaging in a genjera device and gloves in a s
waste bin. sharps bin. coNFAi
- A
o

wl  Ce¢

OMEGA DIAGNOSTICS LTD
Omega House, Hillfoots Business Village,
Alva, FK12 5DQ, Scotland, United Kingdom
+44 (0)1259 763030
odl@omegadiagnostics.co.uk
www.omegadiagnostics.com

|
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JOB A'_P VENOUS%WITH EDTA (“)
psIvec | o omega

MATERIALS PROVIDED TO/RUN TEST ADDITIONAL MATERIALS REQUIRED

g | =] , B -
1 Lo S P : Pl
W = - e T e - 20 wrana ) o :;\:l:;
o 28| | EELD W 7/ V=
TEST BUFFER ALCOHOL RETRACTABLE DISPOSABLE TIMER PEN SHARFS BIN PRECISION DISPOSABLE
DEVICE SWAB LANCET GLOVES PIPETTE CAPABLE TIPS
OF DEUVERING
30Ul

COLLECT ALL THE REQUIRED MATERIALS BEFORE STARTING THE TEST. READ INSTRUCTIONS CAREFULLY.

-n Check expiry date

e a3 E |
a : [ -~ Tear open foil pouch Write patient’s .
Dr.'tlf?'l gounh # i | and remove items, identifier on
within date. l.‘:F i device.
M x00060¢ pA =
| : =
7059912 [ o] ﬁ
8 JORAKK || e !:; :.i Discard sampling device S ) & (8 Eﬁ
-l e i ey

and desiccant sachel.

(PURPLE TOP) blood

-n i _. Put on a new E > Prepare precision pipetle E '/\ Mix the EDTA
]

CA pair of disposable volurne to 30pL and
o gloves. attach disposable tip. e W samplebygentle |
S i inversion at least 8 .
times and ensure
fully mixed.

K Open the EDTA
' blood tube.

Ready Positi

E@égﬂ;:%ﬂ: | \.\k Depress the plunger Immerse the disposzble tip vertically into the

Second Stop ! button all the way to the EDTA tube. Smoothly release plunger button,
e second stop. drawing the blood into the disposable tip.

o

Touch the centre of Well A gently Place the disposable tip
and depress the plunder to the first g into the EDTA tube and
stop to ensure th{?‘ul 30pL sample depress the plunger to the
is released into Well /. second stop to release the

remaining blood back into

1 the tube. l.il
I e | 8P ga ’ -
[ T S S S SEREE o M Cotrect

DO NOT RE-USE
708y I
1T THE TEST

T Y.
\Y 914 |
Burnet Institute ':[i] ®

Medical Research. Practical Aclion,




Discard the
disposable tip into
a sharps bin.

Wait for 3 MINUTES.

Add 1 drop of o
buffer to Well A. @ _E'

Wait for 17 MINUTES.

Add 3 drops of =
buffer to Well B. ﬁ =
a0° ! 4
i B B

-m INTERPRETATION OF RESULTS

The Cline is the CONTROL line and must be present when reading the test results for the test to be valid.
e present when reading the test results for the test to be valid.
reted visually by comparing the colour intensity of the TEST (T) line with the 350 Jine:

The 350 line must b

Results are intery

|

c |

to

T line EQUAL INTENSITY i

350 line

CD4 ¢count < 350 cells/uL

T line MISSING

CD4 count < 350 cells/uL

T line LIGHTER than 350 line

CD4 count < 350 cells/pL

8 c |
i j f Test result is it | Test result is _] Test result is
" ™ BELOW REFERENCE i BELOW REFERENCE = BELOW REFERENCE
T line DARKER than 350 line | 350 line MISSING n - ¢ line MISSING
- €04 dount > 350 cells/ul. Repeat the test Repeat the test
& —1' ¢ ”1}
gl Test result is Test result is Test result is
TS ABOVE REFERENCE INVALID INVALID
Dispose of all Dispose of the test I -
packaging in a general device and gloves in a I e
waste bin. sharps bin. Mi"'
e
=

(] C€

OMEGA DIAGNOSTICS LTD
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INTENDED USE

huma

Storejat 2-30°C. DO NOT FREEZE,
For professional use only.

VISITECT' CD4

Rfapid test for the estimation of CD4+ T cells in

0D296 / OD296N

1 whole blood. -
Burnet Institute

The VISITECT® CD4 Rapid Test|is & |semi-quantitative assay for the estimation of CD4 protein on the
surface of CD4+ T cells in humaf whole blood to indicate whether the level is above or below 350 cells/

uL within pre-diagnosed HIV paiients.

iNDICATIONS FOR USE

The VISITECT® CD4 in-vitro diagnostic test is for use as an aid in the management of patients with pre-

diagnosed HIV infection. This vistially
has utility in decentralised diagnpstid

read test is designed to be used at the point-of-care and therefore
sattings.

VISITECT® CD4 is for professional use only.

VISITECT® CD4 is not intended for i
VISITECT? CD4 is not intended for u

dividuals <5 years of age.
& in the determination of HIV status.

VISITECT® CD4 is not intended for self-testing.

INTRODUCTION |
VISITECT® CD4 is a rapid, instryme

t-free test that provides actionable results at the point-of-care.

It may be used to guide the managegment of people living with HIV without the need for sophisticated

equipment or extensive laboratary

Deficiency Syndrome (AIDS) parallels
fically targets and binds to the CD4 antigen on D4+ T cells to
replicate, ultimately causing the| dest

of the immune response. HIV speci

of CD4+ T cells during the course of
disease progression and managefnen

PRINCIPLE OF THE TEST

facilities, In HIV infection the development of Acquired Immune
the decline in CD4+ T cells, which play a vital role in the regulation

ruction and deterioration of the immune system. The monitoring
HIV infection is therefore a crucial component in the monitoring of
of the patient’.

The VISITECT® CD4 Rapid Test| is an immunochromatographic assay that estimates full length CD4

protein associated with CD4+ T:EE‘Hﬁ
levels. A capture monoclonal antibod

in human whole blood, and is directly correlated with CD4+ T cell
y (MAb) specific for the cytoplasmic domain of CD4 is applied as

aline on the nitrocellulose mermbrang. Whole blood is added directly to the VISITECT® CD4 Rapid Test

where red blood cells and monodytes
of buffer, other white blood cel:k (i
accurs, resulting in the release of full
conjugate against CD4 binds the capt,
pink/purple line. A reference line| (35
to a set cut-off (equivalent to the si
The 350 line and control line must b
device is not a sample addition contr
will appear. The Control line, logated
results window marked "350" ex
containing 350 CD4+ T cells/uL,| The
intensity that correlates to the numb
The test result is interpreted by cq
test line has equal or weaker intens

are retained in the blood collection pad and following the addition
icluding CD4+ T cells) migrate to a reaction area where cell lysis
length CD4 for capture in the test strip. Calloidal goid labeled MAb
ured C4 and forms & test line. These complexes are visualised as a
0 line} is included to sllow estimation of CD4 levels by comparison
gnal level generated by samples containing 350 CD4+ T cells/uL).
present for the assay result to be valid, The control line in the test
|. The VISITECT® CD4 test device has a results window where lines
in the results window marked “C*. The 350 line, located in the
ibits an intensity approximately equal to that seen with a sample
Test line, located in the resutts window marked “T* exhibits an
ir of CD4+ T cells in the sample (see performance characteristics).
mparing the intensity of the test line with the 350 line. If the
ty than the 350 line, the test 1esult is “Below Reference” (350

CD4+ T cells/uL). If the test linz has strenger Intensity than the 350 line, the test result is “Above

Reference” (>350 CD4+ T cell’F,fu

1)

= Control line

50 = Reference line | Results Window

T T|=Testline

— Well A for bloot sample

CONTENTS OF THE VISITECT CP4 |

Materials provided:

Well B for buffer

25 foil pouches containing: one test device, one desiccant sachet and one sampling device

1 bottle with 7mL butfer coritain
25 retractable lancets

+ 25 aleohol swabs
1 job aid for venous blood
1 job aid for capillary blood
1 instructions for use

Materials required, but not projide

+ New pair of disposable gloves
« Timer

Pen

Sharps bin

Dry gauze or tissue

Precision pipette capable of Lieiiv

ing 0.05% sodium azide

ring 30uL plus disposable tips (venous blood only)

ENTA hlnnd rallactinn titha (rirnks tamd (renans dland anhi

WANNINGY;

® Read the instructions carefully before performing the test. Failure to follow the insert may Ieah to
inaccurate test results.
Use of any other buffer or fluid except the buffer supplied with the kit will invalidate the results.
Do not use the kit beyond the expiry date.
Do not use if any kit components are damaged.
Perform the test immediately after opening of the foil pouch containing the test device.
Do not use if the product has been exposed to excessive heat or hurmnidity.
Check for the presence of a desiccant immediately after opening the pouch. If no desncmnt is
present, do not use the test device and discard as appropriate.
The test device, alcohol swab, lancet and sampling device are each intended for single use only
Far finger-prick samples, the use of any other sampling device except the sampling device supp ied
with the kit will invalidate the results.
¢ The use of samples other than capillary or EDTA (PURPLE TOP) whole blood samples have not been

validated in this test.
o Clinical decisions should not be made sclely on the findings of one test. When makmg\ an
interpretation of the test all clinical data should be taken into consideration.

o Do not touch the test strip within the test device with your fingers.
® Do not use haemolysed, lipemic, coagulated or frozen bloods.
¢ No other anticoagulants other than EDTA can be used as they may give incorrect results,

SAFETY AND HANDLING PRECAUTIONS
& Safety Precautions

i. Handle all samples as potentially infectious.

ii. Wear gloves and protective clothing while handling samples and running the test.

iil. Do not smoke, eat or drink while handling samples or performing the test pracedure. !

iv. Apply standard biosafety precautions for handling and disposal of potentially infective matenal
Dispose of all packeging in a general waste bin.

v. Avoid splashing and aerosol formation.

vi. Clean up spills thoroughly using an appropriate disinfectant.

& Handling Precautions

\i. Do not use if any kit components are damaged
. Do not use if the desiccant package is missing or damaged, Discard device and use a new test

iii. The test device, alcohol swab, lancet and sampling device are each intende for single use oﬁly

iv. Do not use kit components beyond the expiry date printed on the label. Always check explry
date prior to testing. ‘

v. Adequate lighting is required to read a test result.

vi, All reagents and used test device should be treated as potential biohazards in use and dlspo%al
Final disposal must be in accordance with local legislation. Do not ingest.

vii. VISITECT® CD4 buffer contains (0.05% sodium azide as a preservative which may be hazard us
to health if ingested, Sodium azide may react with lead and copper plumbing to form hlg ly
explosive salts. On disposal, flush with large quantities of water.

PERFORMANCE CHARACTERISTICS ‘
Performance Evaluation Data |
External Studies were completed within a UK Hospital Laboratory. A total of 1012 HIV positive wh¢le
blood EDTA venous samples were independently tested. CD4 Flow Cytometry was used as the refererice
method, Three batches of VISITECT® CD4 test were tested with the following results. *

% 95%Cl
Sensitivity (samples <350 cells/ul correctly J 5
identified against Flow Cytometry) B86.5% (135/156)| 80.2%-91.5%
Specificity {samples >350 cells/yuL correctly | ~
identified against Flow Cytometry) 76.3% (653/856){ 73.3%-79.1%

External Studies were also completed within an Indian Hospital Campus. CD4 Flow Cytometry was used
as the reference method. Patients were recruited in the following categories with an emphasis on the
below 350 calls/uL samples. A venous and capillary sample was obtained from each patient.

Cateqory (cells/ul) Enrolled
<200 89
201-350 56
351-500 29
>500 26
Total 200

A total of 200 HIV positive whole blood EDTA venous samples were independently tested, within the
laboratory, and the propartions of results correctly classified against reference method in each category
are presented below,

Calegory

(celis/ul) 201-350

92%

351-500
48.3%

»500
92.3%

<200
100%

A total of 200 HIV positive finger-prick (capillary) blood samples were independently tested, within the
laboratory, and the proportions of results correctly ¢lassified against reference method in each category
are presented below.

Ca

(cells/uL) 235300

<200 201-350 »500

95.5% 66.1% 65.5% 80.8%

Repeatability

Within run repeatability of the VISITECT* CD4 test was determined by running ten replicates with an
above and a below 350 cells/pL sample on one batch of devices by a single operator.

At values were identified correctly 100% of the time.

Reproducibility

Within run reproducibility of the VISITECT" CD4 test was determined by running three replicates with
an above and a below 350 cells/uL sample on one batch of devices by three operators in three separate
locations.

Between batch reproducibility of the VISITECT' CD4 test was determined by running three rephcates
with an above and a below 350 cells/uL sample on three batches of test devices.



Rl 31UKALE

The kit will perform within spacif|cation until the stated expiry date when stored at 2-30°C,
Once the test device has been resmoved from the foil pouch, run the test immediately.

Do not use the test device on buf
Do not freeze,

QUALITY CONTROL

The VISITECT® CD4 test device ¢
line independent of the test and
resuft to be valid. The cantrol Jine
There is no quality control stands
350 CD4+ T cells/ut (characteris
recommended that such a corjtrol

SAMPLE COLLECTION AND TEST
This assay is designed to be used o
tubes or by finger-prick. Capillary
Read carefully the limitations, wa
for use. |

er beyond the date of expiration,

ntains an internal coritrol which should exhibit a pink/purple coloured
eference (350) lines. The control line must be present for the assay
n the test device is nat a sample addition control.

rd available however it is recommended that a sample greater than
d by cell cytometry) is run and three pink/purple lines are visible. It is
s Tun on a regular basis according to local quidelines,

PROCEDURE

nly with peripheral whole bload collected by venepuncture into EDTA
or veniaus blood s transferred directly into Well A of the device.
nings and safety and handling precautions within these instructions

Lang term kit storage is 2-30 1 C. Assay companents must be run at 15-35°C,

Place the test device on a horizant
Preparing for the test

il surface,

1. Check expiry date on foil poich is within date.

2. Tear open the foil pouch an

remove materials. Ensure a desiccant is present. If no desiccant is

present discard test device and use another test cevice. Discard desiccant sachet (and sampling

device if using venous blpod

. Dispose of all packaging in a general waste bin.

3. Write the patient's name or platient identifier on the test device.

4. Puton the disposable glqves,

SAMPLE COLLECTION

5. Proceed to capillary or veriou
Capillary Blood Sample

1. Ask the patient which is

alcohol swab where the p

of the fingertip to the sid

sharps bin immediately.

bin.
.

to the blood sample. Cipil
the bulb to draw blcndﬁ int
EDTA Venous Bload

i. Collect a venous sample o

ii. Wipe away the first drop o

Gently squeeze the finger
hard, Hold the sampling de

Use new gloves for each patient.

4 bloed sampling, depending on blood collection type.

their non-dominant hand and clean the side of the finger with the
rfck will be performed. Allow the finger to air dry and pierce the skin
of the ball of the finger. Dispose of the retractable Jancet into the

blood with a piece of dry gauze or tissue and dispose in the sharps
until a full drop of blood develops. DO NOT squeeze the finger too
ice provided horizontally and touch the tip of the sampling device
liiry action will draw blood to the black line (30pL). Do not squeeze
o/ the tube. Use immediately.

blood using establistied techniques, Prepare the precision pipette

volume to 30uL and attach|a disposable tip.
fi.Mix the EDTA (PURPLE TOF) blood sample by genttle inversion at least 8 times and ensure fully
mixed. Open the EDTA blooH tube.

Press the plunger buttan ofi the pipette to the first stop. Immerse the disposable tip vertically

into the EDTA tube. Smoothly release plunger butten, drawing the blood into the disposable

tip.
TEST PROCEDURE
6. Touch the centre of Well A,

dently and squeeze the bulb of the sampling device/depress the

pipette plunger to ensure the

7. Discard the sampling devicp/di

8. Wait for 3 minutes.

o

blood has been added,
10. Wait for 17 minutes.
11, Hold the buffer bottle vertic

allowing each drop to absorb in

12. Wait for 20 minutes.
INTERPRETATION OF RESULTS

full 30ul. sample is released into Well A.
posable tip inte a sharps bin.

Hold the buffer bottle vertically 1em above Well A. Add 4 drop of buffer to Well & where the

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

13. Interpret results immediately affter the test is complete, Refer to examples of results on back.

The Cline is the Control fine a

11 must be present when reading the test results for the test to be

valid. The 350 line must b@i present when reading the test results for the test to be valid, Results
are interpreted visually by campiaring the colour intensity of the TEST (T} line with the 350 line,

Line Intensity Interpretation of the test result
T line EQUAL to 350 line BELOW REFERENCE

T line MISSING BELOW REFERENCE

T line LIGHTER than 350 fine BELOW REFERENCE

T line DARKER than 350 line ABOVE REFERENCE

350 line MISSING INVALID

Cline MISSING INVALID

14. Dispose of test device and gloves in a sharps bin.

LIMITATIONS
¢ VISITECT' CD4 is not intended
¢ EDTA blood samples must not by
® The presence of the control |

guarantee that:

for) individuals less than 5 years of age.
& used more than 24 hours post collection when stored at 2-30°C.
inel only means that flow of the test has occurred. It does not

i.  the correct sample hag bee used
ii. the sample has been anlied correctly
fil. the sample and test have been correctly stored

iv. the test procedure was
® There is no re-use protocol fof

follpwed correctly
thig product,

Interfering Substances )

No interference in the VISITECT® CD4 test was evident when normal human blood samples were
spiked with the following endogenous interferents: Bilirubin (conjugated) up to 20pmol/L, Bilirubin
(unconjugated) up to 20umol/L, Total Protein up to 120mg/mL, Lipids up to 37mmal/L, Rheuratoid
Factor up to 1001U/mL and Haemoglabin at 2g/L., Additianally, no interference was observed withbiotin
&t 1500ng/L, Soluble CD4 at 12ng/mL and Human Anti-Mouse Antibody at 650ng/mL.

All values were identified correctly 100% of the time.

SYMBOL LEGEND

The following symbols may have been used within the labelling of this product.

i € € s productfulfls the reguvements of Q) vonotre-use
Di!eFﬂve 9?/ 73/ECan in vitro diagnostic \/'f} o
medical devices L
LOT| Barch code I—ifﬂ in vitro disgnostic medical device
f% Biological risks T‘ Keep dry
Catalogue number “ Manufacturer
[ﬁ Caution @ Serlal number
i [B] Consutt instructions for use SEMEN  Steriised using Irradiation
| Y? Contains sufficient for 'n” tests r/i/ Temperature limit
ﬁ’_{l Date of manufacture 8 Use-by date

|
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- DO HOT RE-USE THE TEST

HE PAS REUTILISER LE TEST
HAD REUTILIZE O TESTE ;
10 VUELVA & UTILIZAR LA PRUESA _ N

- COLLECTALL THE REQUIRED MATERIALS EFORE STARTING THE TEST. READ INSTRUCTIONS CAREFULLY

 RASSEMBLER TOUT LEMATERIEL REQUIS AWANT DE COMMENCER LE TEST. LIRE ATTENTIVEMENT LES INSTRICTIONS
- REINA TORO O MATEIAL MECESEARIC ANTES DE COMECAR O TESTE, LEWL AS INSTRUCOES ATENTAMENTE
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% INTERPRETATION OF RESULTS ¢ INTERPRETATION DES RESULTATS © INTERPRETACAQ DOS RESULTADOS % INTERPRETACION DE RESULTADOS
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