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DICHIARAZIONE DI CONFORMITA 'ICE,, PER DISPOSITIVI MEDICT
DIAGNOSTICI IN VITRO

EC Declaratian af Con{ormity for lN VTTRO DIAGNASTIC MEDICAL OEVTCES

La sottoscritta, fabbricante,
We, llte ttndersigned manufaclurer

Adaltis S.r.l.

Con $ede Legale in
Wltit Regislered Of{ice in

Via Durini, !7
24122 Milano - ltaly

Dichiara sotto la propria responsabilitih che il prodotto descritto diseguito:
Herewith dec/are undsr aur sale resprsnsiltility thal the product described here helaw:

Personal LAB
Codice/Code PL01
pln 0-2875

E' CLASSIFICATO COME SISFOSITIVO DIAGNOSTICO IN VITRO "ALTRI DISPOSITIVI'' E
PERTANTCI IN AUTOCERTIFICAAONT
/s c1assfi'ed as "Ofher cJevrbes" /VD and as srich thr's declaratian of canfarmity rs selFcerflirballon

Ed e in conformiti con i requisiti della
And fi ls in compliance with the requirements ol lhe

DIRETTIVA 98f/9/CE IVDD del Parlamento europ€o e det Consiglio, del 27 ottsbre !S$8, relativa ai
dispositivi medico-diagnastici in vitrou pubblicata nella Gazzetta Ufficiale il7 dicemhre 1998.
EC COUI|CIL DIRECTIVE IVDD 98fi9/CE af lhe European Parliament and of the Council of Zlh Acbber tgOB af ln Vitra
Diagnostic Mediml Device, publistt*d in the afficial Journal an /b Dscernber 1gg\.

lnsltre, sono applicate le seguenti Norrne Armonizzate:
ln adclitiot-r, the fallawing Harmonizcd Slandards are appli*d:

EN l$O 13485, EN lS0 14971, EN 13612, EN 13641, EN tSO 18113 - PART 1 & 3, EN ISO 15??3-1, rN S1010-?-101,
EN 61326-2-6, EN 62366, EN 62304

Prima Emissione/Flrst Entrision: _31 Lugti* 2AA3* / *51 Juty Z0A3_

Emissione corrente / current Emissfon: _27 Agosto 20i B_; l_ zr August z0l b*

QUALITA'& AFrARI nfSOLAT*EL &uality As$*r*nm S H*Si,ts1*ry &freirs !Henaprr

TT{}HE GENERALE/ Gweral Maneger
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DICHIARAZIONE DI CONFORMITA I'CE" PER DISPOSITIVI MEDIGI
DIAGNOSTICI IN VITRO

EC Declaration of Conformity for lN VITRO DIAGNOSTIC MEDICAL DEVICES

La sottoscritta, fabbricante,
We, the undersigned manufacturer

Adaltis S.r.l.
Via Durini, 27
20122 Milano - ltaly

dichiara sotto la propria responsabilita che il prodotto descritto di seguito:
herewith declare under our sole responsibility that the product described here below:

ElAgen Helicobacter Pylori IgG Kit

Codice/Code 081022F1 - Nr.96 fesfs

E' CLASSIFICATO COME DISPOSITIVO DIAGNOSTICO IN VITRO "GENERALE" E
PERTANTO !N AUTOCERTIFICAZIONE

is classified as General lVDs and as such this declaration of conformity is self-certified

ed e in conformita con i requisiti della
and it is in compliance with the requirements of the

EC COUNCIL DIRECTIVE IVDD 98/79/CE of the European Parliament and of the Council ot 27th
October 1998 of ln Vitro Diagnostic Medical Device, published in the OfficialJournalon 7th December
1 998.

Emissione Corrente/Current Emission: _10 Aprile / April 2012_

\ ,^ fr,,,-r n*a.-.\ ( ) ! \\r'i , il
[CI.-[XS.::- ]L/]l1e>-- -+i

RESPONSABILE ASSICURAZIONE QUALITA' & AFFARi REGOLATORI / Quality Assurance & Regulatory Affairs Manager
(Paola Orlando)

1 .1"'-:
'n-....,*-..1...i"',,

DIRETTORE GENERALE / Managing Director
(David Yizhar)

\-/ 
\



t
i

4'&&

#H# &o)&H-'r;%trH E

DICHIAHAZIONE DI CONFORMITA *C8" PER T!*POSITIVI MEDICI
I}IAGNOSTICI IN VITHO

€* $**{ar*tion st Saanf*rmify fsrJf{ WTfrA SrAGerO$frC ME#ICAL #SyrSg"S

La sottoscrltta, fabbricante,
W*, ths undarsiEned manulacturor

Adaltis $.r.1.
Via Durini, ?7
f012e Milan{} - italy

dichlara s*tto la propria r**p*nsahilit* che i prcdotli descritti di *eguit*:
lrsrswi'ffi dsc/arc urder our respons*bl/rfy that tl1{} praducts c}escrilsed fierebel*w:

El^Agen Cytom*galavirus lgM Kit
Cadice/Code 091005 I #810X4 / Zgi A25 - Nr. 9$ / "t#f / 480 t*sts

CLA$SIFICATI COME O{SPO$ITIV} ryIAffruO$TIC} IhI VITHS APFAHTHNEI{T}
ALL"'ALLEGATO ll Lista B"; VALUT&XI$zuH DELLA CSruFOHMITA' SECON&S:
ALLEGATS V *e*iflcato l*1" 20350:
&ILEGAT0 VIt; certitieato N. ?0351.
Ente Notificato: Lt{ffG-ME} Hre

classified as a IVB li*ted ln Annex ll Lisi ffi; r*irf*rmity asse*srneftt rsute:
ANNEX V *ertifie*te N. 2S350;
ANI{EX VII certifieate N. 20351.
Nstifled B*dy: LHHG-MEs |{m
sonq in conformit& con i requisiti della
they are in compliance !yi$? fhe r*quiren rcnts ol tfie

ES CCIUN*lL PIFiESTM lVDtr S8ff91*m of the Huropean ?artriarne*t and of the **uncil of flh Oct*her
1$98 of In Vitrs Siagnostic Madieal ffievice, puhlish*d ir': the Offisixl Jcurnal *n Tih Dxcen:&*r"!**S-

Emissiune Correntel#urrenf frmissd*n: *## fr*wnai* #{}t"l _ / #& ,!*nwary 28t1.

i *-' 
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*rU"O*SU*,rU AFfAfll BrGOLATOBI I Regulatory Atlairs Marn:rger
(Paoix 0rlando)
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BICHIAHAZIOT\IE OI COhIFOHMITA 'I*Y" PEffi DI&POSITIVI MEDIEI
#IAGI{O$TIOI Iru VITAO

EC fie*l*rafi*n sf Cc*formity {*r lN VtTfi0 DIAGNOSTTC MtrfitCA,L fiEVlCEs

La sottoseritta, fabbricante,
We, th e unrl* rs ign ed rnanutaxtu re r

Adatrtis $.r.1.
V[a Durini,27
281?.P, Milano - ltaEy

dichiara sotto la prapria responsabilit& che i prcd*tti dcs*rillidi seguito:
harewith dsrlare under our recpan*abitity that lhe praducts descrbed hereb*l*w:

ElAgen Cytornegalovirus lgG Kit

Cudic*/Cade 091*A4l Agl*gl / A**28 - Nr. 96 1 192 / 480 t*sts

CLAS$IFICATI *CIMH OlSPOSlTlvl DIAGNOSTICI lru VITHO APPAfiTHtr\trHNTl
ALL^ALLEGATO ll LiEta S"; VALUTAAIONE Pf;LLA eONFCIHMITA'$ECSNffifr:
ALLHGATfr V certifie*to N. 3$*S2;
ALI€GATO Vll; csrtificato f.l. ?0SS1.
Ente lrlotificato: LNEIG-MED m
cles*ified as a lVO lieted in Ann*x ll List B; eo?rfCIrmity xssessrn*nt r*ute:
ANNEX V certifieate N.20SS3;
ANNEX Vll **rtificate N, 9035I.
hlotified Bcdy: LNtrG-RIED lgqsq

sono in con{ormitir con i requisiti della
th*y are in c*mptiance wilh the requr'remenls ol lh*

EC CCIUN*lL DIRECTII/E IVDD $*/7S/CE of the European Farllamenl and ot tl:* C*u**il ot 2?1h Set*ker
1S$8 of ln Vitro Biagnastic Medis*l Oevic*, published in the SfflcislJourn*l on 7th *ecemher 1998"

Emissione Correntel#rrrrsnf Fmfssfon: *S$ 6enna&r SSr r** / -83 Januxry 2011

ftE$PON$ABILE AFF,
(Paola Odand0)

BEGCLATOHI i Hegulatgry A{lairs l',rlanager

PIHf;.TTOHE G

{D&vid Yirhar}

3 PU!

^L1., i3!ri+*-
..{o

y' ManagkB niral{)lYrr



,*,
&&t

f ?{} \

DICHIAEAZIONE DI CONFOHMITA "f*E" PER DI$PG$ITIVI MEDICI
DIAGI{OSTICI IN VITFO

EC freelaration ot Contormity for lN VITRO DTAGNQSTIC MEOICAL OEYTCE$

La softoscritta, fabbricante,
file, ffte undErsrgned nanufac:turer

Adaltis S.r.l.
Via 0urini, ?7
29122 Milano - ltaly

dichiara sotto la propria responsabitita che il prodotto descritto di seguito:
herewilh declare under wr eale responsibilrgr that the product described here below:

ElAgen Herpes Simplex Virus lgM Kit

CadicefCode 091008 / 09tffiA 10910fitr - It'r" 96 / lgA I 480 tesfs

E' CLASSIFICATO COME DISPOSITIVO DIAGNOSTICO IN VITHO 'GENEFIALE'' E
PEHTANTCI IN AUTOCERT'FICAUISN E

ie classified as Gensral lV$s and as such this declaration of confcrmity is s*l{*ceftifiad

ed & in conformitA con i requisitidetla
and it is ln campliance with the requiremants of tbe

EC COUNCIL DIHEETIVE IVOD 98#SICE of the European Parliament and of the Council of 2?'h
October 1$98 of ln Vitro Diagn*etic Medieal Oevicen published in the OtficialJournal on ltu Oacamher
1998.

Prima Emissione/First lssue:- 09 Mzggio 20081May 20fr6

Emiseione Corrente/Currenf Emissfon; 

--12 
Maggio / May 2fiA,

RESFOI'IBABiLE AFfA$l REGOLATOfi I / Be€ulator}l Af lai($ rvlar,ager
{Pacta Oriando)

MailaginS Dirsdlsr
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DICHIARAZIONE DI CONFORMITA "CE'' PER DISPOSITTVI MEDICI
DIAGNOSTICI IN VITRO

EC Declaration of Conformity for lN VITRO DIAGNOSTIC MEDICAL DEVICES

La sottoscritta, fabbrica nte,
We, the undersigned manufacturer

Adaltis S.r.l.
Via Durini, 27
20122 Milano - ltaly

dichiara sotto la propria responsabilita che i prodotti descritti di seguito:
herewith declare under our responsability that the products described herebelow:

ElAgen Toxoplasma lgG Kit
Codice/Code 091000 / 091009 / 091010 - Nr. 96 / 192 / 480 tests

CLASSIFICATI COME DISPOSITIVI DIAGNOSTICI IN VITRO APPARTENENTI
ALL"'ALLEGATO ll Lista B"; VALUTAZIONE DELLA CONFORMITA' SECONDO:
ALLEGATO V certificato N. 20652;
ALLEGATO Vll; certificato N. 20662.
Ente Notificato: LNE/G-MED 10450

classified as a IVD listed in Annex ll List B; corrformity assessment route:
ANNEX V certificate N. 20652;
ANNEX Vll certificate N. 20662.
Notified Body: LNE/G-MED ba50l

sono in conformita con i requisiti della
they are in compliance with the requirements of the

EC COUNCIL DIRECTIVE IVDD 98/79/CE of the European Parliament and of the Councit ot 27th October
1998 of ln Vitro Diagnostic Medical Device, published in the OfficialJournalon 7th December 1998.

Emissione Gorrente/Current Emission: 02 Marzo 2011 / 02 March 2011

RESPONSABILE AFFARI REGOLATORI / Regulatory Affairs lvlanager
(Paola Orlando)

r' -":*:
'--"*-. ,l ".,',.

DIRETTORE GENERALE / Managing Director
(David Yizha0
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DICHIARAZIONE Dt CONFORMITA ''CE" PER DISPOSITIVI MEDICI
DIAGNOSTICI IN VITRO

EC Declaration of Conformity for lN VITRO DIAGNOSTIC MEDICAL DEVICES

La sottoscritta, fabbricante,
We, the undersigned manufacturer

Adaltis S.r.l.
Via Durini,27
20122 Milano - ltaly

dichiara sotto Ia propria responsabilita che i prodotti descritti di seguito:
herewith declare under our responsability that the products described herebelow:

ElAgen Toxoplasma lgM Kit
Codice/Code 091001 / 091012 / 091013 - Nr. 96 / 192 / 480 tests

CLASSIFICATI COME DISPOSITIVI DIAGNOSTICI IN VITRO APPARTENENTI
ALL"'ALLEGATO ll Lista B"; VALUTAZIONE DELLA CONFORMITA' SECONDO:
ALLEGATO V certificato N. 20651;
ALLEGATO Vll; certificato N. 20662.
Ente Notificato: LNE/G-MED 10453

classified as a IVD listed in Annex ll List B; corfformity assessment route:
ANNEX V certificate N. 20651;
ANNEX Vll certificate N. 20662.
Notified Body: LNE/c-MED l0450l

sono in conformita con i requisiti della
they are in compliance with the requirements of the

EC COUNCIL DIRECTIVE IVDD 98/79/CE of the European Parliament and of the Council of 27th October
1998 of ln Vitro Diagnostic Medical Device, published in the OfficialJournal on 7th December 1998.

Emissione Corrente/Current Emission: 02 Marzo 2011 / 02 March 2011

tu.m*m& il
RESPONSABILE AFFARI REGOLATORI / Regulatory Affairs Manager
(Paola Orlando)

.*: 1l l*}

DIRETTORE GENERALE / Managing Director
(David Yizhar)
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