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EC DECLARATION OT CO}IFORMTTY
In accordance with thr, 98l79iCY. Direotive -- ANNEX I 11, pi:rints applioablc to;

'l'ips antl Pipettes l'or transi'erring samples of biological tluids conring trom fho humrr body
Ilef'erences;

Croupslto, [0,?0,23,24aspcrDeclaratiorrac:cordingtoDLL332/2000subnriltedt(itllq)Italianlv,trinistly
of l-lealth on 08/05/2001
DIR 98/79 /CE acknou,k'dgcd by ltal;- rvith Dt.l- 132 of 08/09/2000
Device Master Irile n. 02-07- "scrological pipettes, Pa.ster"r pipett*s, $SR pip*ttes,'l'ips for piprriors"
Certilled Quality Manage ment Sysrem occording ro UNt BN lS0 900 t :2u08 - Nr l.ltC0l 1089:/Qtv1S
h'irst issue; 12.04,2001 -Cerrillcarc Validiry: 1 1.04.201J

I,P IT-AI..[ANA SPA
tleclares

lltat cotrcerned prodi.rcts from its own catalogr.le, ref'erred to the product codes in the enclosod list
Nr 02 * 07, fuliil the obligations imposcd by the Directive, which apply to them, ancl

mcct
tlte essential requiremenls provisions set out in Annex I (r+lrich apply to thern) anct

are not conttrincd
in the List A nor List Il oIAnnex I[ ol'the Direclive.
LP I'|ALIANA SpA keeps at the disposal of the Competent Authorities this Declaration ol'Cunlbrnity.
together with the rclative Device Master File (cocl. IrT 02-07) cornprising thc lollorvirrg docul'ncnts.

Design inJbrrnatiott
llisk analysis
Direclion Jbr u$e descriptiot't
Microbiolo gical l;tute
Tesls reltorts
Lahelling

and assuring that the relative metlrad olmanfactr:re fcrllols the principles of quality assurance
i$propiats for tirese tips and pi;retrrs:

Methacl oJ'tnut{isc:tttre accrtrdit'tg to adequqte QA prinr;ip|es
Organizcttiona| s tructure and re:tpon:s ib i\ily
llpplic'able Ostaratirtg Procedura.y oJ LP ITAI-LAIU Sf',,, ':i Quulitl' ll4unugtntent S),ttc,,t
Applicable Operaliny; Instructions ol LP 1T.4L1"4,\.,1 S'l'..1 '.s-Q.ualiry Management Swlrrr
Slalistical cantrol rd' pro&rctfu n quali ty

Quality M*nagernenl Syslem pe.rjbnnance cantral mean^y

l.f lTAt,lANA SPA has inslittned and keeps up to date its PO 04.03 systematic procedure, covering lhe
th* follou,ing aspecls:

*/?evielrrirg the experience gainedfrom tips and pipettes in the Ssctstltrodu.ctkm pltase

-Implemeutalion of any apytropriate mean$ l(, upply any nscs)'scry corcective actiorc tuking uetount oJ'
Ihe natilrs and risk in relatirn to (he use aJ'the tips and pipettes

*Immediate notifcatian to the Competent Aulhcttities oJ' itrcidents involving ihe uK aJ'the tips *rul a/'the
pipette s, an learning oJ'them.

With the above, LP I'IAI-IANA SPA notifies thc ltelitrn tu{inisrry of l-{ealth to al'llix on thc thc tips and
the pipertes, subject of tliis Declalation, 1he CIi marking of con{brrnity in accordance rvith the Alticle I6
anti Annex X of the nrenlioned Directive.
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