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Tcchtical drau'ittgs
Clwrttcteristics of the hasic materiuls
I' e rfon ncme' e s antl I i m it s

l{e t horl of nt ut tfac t tt e

and assuring that the relative mcthod of rnanfhcturc follorvs the principles of quality assuriince
appropiate tbr tlrese tips and piperes:

i(etJnJ oJ nunfucture acettrtling lo utlequttte Q.4 printiples
O r gan iza I ional :s I n rc t ur c and res p<tns i b i I i ty
-4pplicahte Operatirtg Pntc'etlurvs oJ I-P lTAI.IAN.A SPA'.s Quality l.fmrugenten! S1'stt,tn
Applicubte Opcruting Instructitsrts if ff ffrttt.,lrV.{ Sp/ 's eualiiy,vtanigu,ruu.irru2
S t a t i.s t i c a I co nt r o I oJ' pro d u c t i o n t1 u a I i t1,

QtuI it1' A{unagentcttt S1'stcm parJht.fiunce conIrol mean;
l-P Il'ALIANn Sl'}n has inslituted and kccps up ro datc its PO 04.03 systcmaric procedure, coverins rhc
thc follorving aspects:

*/?evicwiit,q rhe expericnce gainedfrom tip.t andpipettes in the pot;t-ltrotluction pltase
-lr.nplanentutiou tsJ'any apprctpriale nedn:r lo apply any necesswy correctit,e uctions tokiug accouttt <tf

the nature ancl risk in relation to lhe use oJ'the tips artl pipettes
-lmmediate notificalion ro rhe Compeltnl -4uthotitits oJ'incidettrs involvinpi rht: tse o!'rlrc rips anil oj thu

pipettes, an lecrni*g ttJ'them.

With tlre above, I-P J'l'Al.lANn SPA notil'ics thr: ttalian Minisrry of Flcahh to al'fix on tirc rhe tips and
the pipcttes, srrbjcct of this Dcclaralion, the CE, rnarkirrg ol'confbirnity in accordance rvith rhc arriclc to
antl Annex X of ihe mentioned Directive.

EC NMCLARATIO1Y OT CONFORMITY
In accordance wilh th* 98/79/CE l)irecrive * ANNIjX lll, paints applicable to:

'Iips antl Pipettes for translbrring samples of biological {Iuids coilring l'forn th* human body
References:

Croups no. 10,30,2i,24 as per Dcclaration uccortling ro DLL 332/2000 subniittetl to the ltaliall irlinistrl,
ol'Ileulth on 08/05/200 I

DIR 98179 /CE acknou,ledgcd by ltal1, u,ith Dl.L 33: of 08/09/2000
Device to{asl.er File rr,02-0?- "scrotoiicat pipsttcs, Pasteur pipcttes, nSR pipcrtcs, Tips for pipettors"
Certilled Quality Managcnrent Sysrern accorrlirrg ro UNI EN ISO 9001:2tlii8 - Nr I..RCol tOtS:reNrS
First issue: 12.0j1,2001 -- Ccrtificare Validity: t LO+.ZO t:

leelares,l
thal cotrcerned products tiorn its own catalogue, rcferrcd tolhc l)roducl codcs in the enclqscd ]isr
Nr 0l - 07, fulfil thc obligations imposcri by rlrc Direcrive, which apply to rhern, unrl

mrtlt
thc csscntial rcqtrirenicurs provisions set out in A,;;;;l (rvhich apply to thcrn) and

arr rot containrd
in the L.ist A nor Lisr B of Annex II oIt]re' Dircctive.
L,P I'I'ALIANA SPA keeps at the disposal olthe Competent Authoriries this Dccluration ol'Cunfornriry.
togethe r with the rclalivc Dcvicc Mastcr I:ile (cod. l.-l' 02-07) cornprising the lollowirrg rlocurrrcrrrs.'lechnical.' General product desc'ription inclucling variants Design inJorniatiott

Documentation ctf the Quutity System Risk atmiysis
Direttion fur use desc:r'iptirsn
l{ic rt' h io lo gicul s t at u

?'esls reltorts
t"ubelling
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