
ntun. Chi;itldq MD-200 I

s'rr. f ighina 65, o/. 607
tel(ax, : (37 3-22) 54-9 I -2 I
r r l. /li t" (.1 7 -i - 2 2) ., 4-7 3 -7 3

tel: (.17 3-22) 54-9 I -20

Rechizitel.e bancare;
Cod Jiscal/ I 00 3 600 t I 7 s 82
Cod TVA: /020s086
R C " A4ol d ot, a - tl gr o i n d b cn k ",\1.4

,fi I i u I u At[. [i m i tt c,s t' t r

cocl: AGI1NA4D2.Y86 t
cod IBII N: t\4D ! 1t1G0000002 2 5 I 8,1 80 l .i I ?

ului si Dispozitivelor Medicale rnolclt)va si

soreen este atasat),

Prin prezenta, va informam ca dezinfectatii al producatorului AIplo Medical
CiMBIl, Gelmarnia:
L Dt:sl\lct. I

2. PlastiSept eco
3. MinutenSpray
4.Minr"rten\Mipes
5,BIIl forte eco

6.1)r'irrtuSclrl-lD
T.AlploJel-D
B.AlploJet-DD
9,Alpi'oJe1.-W
l0.Alpron
I l .ll ilploLr

slrnt inregislr'atcl la Agenlia Medioauren
puteti sa le gasiti in registrr-rl se stat(plin

01,0l},\L lll0)llI|ilfl'li\C (.;flOUl. il0l,D0\I

'!'utlol'()c*ico

Gt,OBAL B tOMARI(E',UtNG G ItO tJ l' N{ () l,r)O \/r\
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l$iruutem$Fray
Pontru de$nfoctare rnpl& CIA*S'C

P$arat rysr$l pantm {dnkcbrw gl wr$pme teffi
mo$cdrp
ufs unN&{$

dlwr* ffiN moDllls d,tn c$lnet *m hiloffibr,

I ltFtde*lddddafbflotl
I
}

fill |t{nue fln ry{d6l ffi ?hst {?orq * eS ffiSt
lm@fl tn S & soclfid{ fl ndrsr ilil$, H$V, t+lV,

hape* dmplst, #pu I fi nuut ndsofq hdisv
#ffirflnmgSil{m8.fr$

{ltlll*a;

ssws$rbss@t
fdiltuSpit{niw*el

s s lplMl dosf 0o fi{sslht*f€ds{tu lcdaol

ru&

epoflxgtnfftee 
i

prd,*, RS&nhfi, Ssrl*fuiVfol",Uf {d6 tff1g&4+

hmffie:

gsf h0ddails{tglu€0:lsr.

mfllu, 0S$ gdsdeawde

64:ffiryaddc
*SsdE, t**dd # lryst*ntffir#{. f'en}.
qaa &i8edra6 a oddrr. A sa p6eta
dm*S de$s€6 ds c#d.r&
fidft$ *€S- ffie&i1i &e *arse de
#indrre {rttF6rb" F6era# r*i"
S*r:ft,S'N''tuffi+ftr${ neq11d6

depreAodr$
o#J*

aSS rxr de$*? c*r+6 {inqp {te rrrai n*fte
ff*frlE.sco*# leMiede daci
gb W,S d dad amt*"lc{vs€@
fuew*gsrt@. s8dlt'ti.0asg
e#ffi €{ttrtr pea,s$ffi"6ff"Sa6i r'lx*sd.
f{* xndeodt l{ht@rayc{rcie ;ru
& &ermtsesandgrfifed^gr
ti nt,ac|t#ffiin S€s{icledB sA{rw€"
{tn$ rasdkrhrt
&*SSde w€ codry un f&l rdcr5pap
*4 ma{ a{odqgrsdddta wlssm
vtw*Ssr{€GD. fuier a ffi16n9$a
ilaWa,i*e tJ * rdlee inpaetln Bupra
lrr*dtj, € rwnarrEm si faroc"rti
gi5*!si de r*"mplere er-ft dam€r de 5 l.

ffit?S fbmn ql FErh€ruatat
ffi ff*ttrarur cu S$€nrator.
dDt
gl0rl*lbmn
I * ffE*sr eal *l*tryia*or

$ {cgligd

Q rl.r-ntt
I

@l ss:rx

ffiiso6c
llql*-"rs
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Importator in Moldovar'Cee-ptfO'SnL, str.Tighlna65. tel: +373542091,
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usi cuater.,
nelof sl
lnstru-

celenta
si cu materialele endoscoapelor,

r Certificare VAH/DcHM

Eomeniul de anllcare:
Itichicl concentriat foarte eficace pentru apjicarea pe

t t instrumentar dentalsi medical generic (diagnosticare,
profilaxie, 0hirurgie, precum forcepsuri, elevatrrare, oglinzi
bucale, endoscoape rigide si flexibile, eto)

J,) instrumente dentare totallye din otel normal si eKradur,
diamantat()" freze si bisturie chirurgicale, freze pentru taiat
00roane, ar:e endodontice, gume de lustruit etc,

Spectrul de activltate (la grad mare de Incafcare cu proteine);
r lractericid incl, TBC si MRSA, levurocid (conform EN)

economic lJ,E 9n 60 minute
:1.0 % 30 minute
:2,0 ?'o 15 nrinute
3,0;n/r, 10 illinute in tlaie ultrasonica
tl.0 a/u 5 minuto in baie ultrasonica

Compozitia:
Amines, N-C 1-2-14-a I kyttrimethylened i-
(90640-43-0); N-(3-a minopropyt)-N-
dodecylpropa ne- 1,3 -d ia m ine (237 2-82-9),
2-Am inoeta nol (141-43-5 ); Gr"ra nicline,
N,N"'-1,3-propa nediylbis-, N-coco a lkyl
derivatives (98246.84-5): agenti enrLrt.
sifia nti; agenti de complexare; tensici e,

Observatiispeciale:
Pericol. Lichid 9i vapori inflanrabili,
Nociv in caz de ingh rtire. Provoacd
arsuri grave ale piefii $i lezarea ochilor.
Poate provoca leziurn j ale organelor in
caz de expunere prelungita sau repetatj
?n caz de inghilire. Foarte toxic pentru
mediul acvatic. Toxic pentru mecl iLil
acvatic cu electe pe terrn{ln lung,
Contrine piperazina. Risc de reactie
alergic6, A se pestra departe de surse
de cdldura, suprafeqe fierbirrfi, scantei.
fldcdri qi alte surse cle aprinclere.
Furnatul lnterzis. Purtali nranuqi de
rotectiey'm b raca minte de protecti e/
ecnrpament de protec[ie ej ochilor/
echipament cle proteclie ar fetei. iN
cM DE ititcHtttnE: clStili gura. NU
provocalivoma. lN CAZ DE CONTACT
CU PIELEA (sau parLrl): scc)ateti inrediat
toata imb racdmintea contant i rrat5.
Clattfi pielea cu apa/facetr cruE. iN
CAZ DE CONTACT CU OCHtt: ctdtili cu
atentie cu apd timp de nrai rtrulte rninute,
Scoateli lentjlele de cort[act, dacd este
cazul gi dacd acest lucru se poate'face
cu ugurintS. ContinuaJisa cldtiti. Sunati
iMedfat Ia un CENTRU DE INFORT\4ARE
TOXICOL0GICA /un meciic.

3741 stic
374

Ua
@ 2sl

raprd

Uf illzare:

Durata de valabititate a solutiei gbtadFutitizare:
SolLitie gata.de-utillzare (neutilizata) = 30 zile
Scilutie gataie-U'tilizare (in uz) = 7 zile

Cdrtificari:
Testat pe instrufxelttele companiei Komet, de asenreni testate si
recomandate de: Acurata, Busch & Co,, Dentsply Maillefer, Meisinger,
VDW, Helmut Zepf.

Date clinice:
Prof. Dr, H,-P, Wener, Schwerin, EN 13624, EN 13227, EN 14561,
EN 14562, EN 14563,2012"09 + 2013-02 r Dr. H. Briil, Hamburg,
stebilitate in utilizare, 2OI2-II; ultra.sunete,2O13"O1 . Dr, J. Stein_
m€jnn, Brema, DVV + EN 14476, 2013-02

Importator in floldova, "GBG-MLD"SRL, str.Tighina65, ter:+373542091 ,+3736egggg24

trdE dozator 1"
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!lL\nannt rlLtrch,/l)€sigrat€d by

?€nbrfllsf€l/e dcr I dndef ll;
fiir Cirt$uDilhcitsgdt(til r:j

be, Lraneimittctn unci t
i'ltcllziobredukien t

zr_G-Bs^244,10.0s ffiffi

Full Qualrty Assurance System
Directive 93i42lEEC on MedlcalDevices (MDD), Annex ll excluding (4)
(Devices In Class lla, llb or lll)
No. Gl 029056 0067 Rev.00

EG Gertificate

Manufacturer:

Facility(ies):

ALPRO MEDICAL GMBH
Mooswiesen$traRe g

78112 St. Georgen
GERMANY

ALPRO MEDICAL GMBH
MooswiesenstraBe g, 78112 St, Georgen, GERMANY

Product Gategory(ies): . cleaning and disinfection preparations
for water-bearing lines of medical and
dentaltreatment units
. Gleaning and disinfection preparations
for aspiration and separation systems
as well as spittoon bowls of medical and
dental treatment units
. Disinfection preparations for
surfaoes o1f medical products
. Preparations for cleaning and
disinfection of medical and dental
instruments including rotary
instruments and endoscopes

The Certification Body of TUV SUD Froduct Senrice GnrbH declares that the aforementioned
system for design, manufacture and final

in accordance with MDD Annex ll, This quality
Directive and is subject to periodical
onalAnnex ll (4) certificate is mandatory. See

Report No,:

Valid from:
Valid until:

I tJ l+vzcJ

201 9-0 1 -1 8

2023-12-31

Date, 201 9-01 -1 I

Slefan PreiB

Page ''l of l
TUV suD Product service GmbH is Notifled Body with identification no. 0123

TUV SUD Product service GmbH .'certification Body . RidlerstraBe 65 . 80339 Munich . Germany
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Zsrilfikatserte ist *i* Fruf-
ung v*n TUV pr*duct

$nrvi*e.
I'Jlit Frhalt cles Zertifikates erkennl dor
Zer{itikatsii'rhairer d nS dp,
Prurf- urrd Z*riifjeler
s:;*S.c1*/ps--regul*t rtn*r irn
Zefiiiizlersystern vcn T[}V $#n Fraduct $orvice.

Fr$*lxipiei$* V*r*uss*,txu *g f ri r ei tcl $i il I ti{.i k*it
des Xertifik*****:
r Gultiskert ei*r ziti*rt+n n*irnei;v*n

Pril{g r*ridiag*{n) ist $,**oi}e*u*d i*h b*iil**ifikat*:r: irijl f:ier' ;r,i?r.lfii;
ilir rli":ng c;ines iriiil;:ili;i:r,:iilt i: . .. , j

3s$if ikat*n f ii r t? M-$ 
"vst*:.r 

c :

. Ve l'*ussetzun g*rr iii r rrr: rsch riii:: :"ri a * i;:; il
Fci"tig* ng v,;*rejsn *:*G* ne.ltr*r.

r Die f,ettigung*- b;:vr. il?elrjebsr*lni:en !i.i?;i^:i,i,
r*gel m &l3lg i:h+rv,;*clrt.

0ert
Cedi n the t-UV $UD prcduct
$slic+ l'e*tin * r; tlations.
0n rec+ipt of ? tif c ate hcid*r

s t0 th sion ci$ the T'osting andcatiOri {'drww.tilv-
sud.p*in/ps_ ulaticns)$ spartr:er
in thp TUV $ trre;rlurt $ 0n
Syot*n:.

Reqx;irern*nts Y*r t*"le va(!di{y *:f tt':r: *eytiii**$*
i* prin*iple;
r Validity oi thc quctec t*st sia:'i{Jr"iaisi
ln additinn, fcr *e*ificaics witi"r tlre: ri#;:i {ir t.:ii:r i:
oerfi{icatior'} mark and f*r il3r4 ceriliicai*s:
r e*niJiii*n$ for an ad*qua"to rc*n*f,rgiurii:c ar<,:

:taintalr:**i
n HgSUI&r $UrrreiiJanC+: rlf ti..;;: ii:r.:!litv ir; :r+ri-,r1ri,:,1.j

it"iE&*
iAijliffi$ T$v suil FffifiH# (jjirji{te,ij.jjl;€J]lij) 

"
# ffi $ S nil # nq lrT.{+ffi € # t&g S Hf ffi 4 fil O,llJ iite
il,,il3l#fi|) { .H, wi,vr*;.tuv-sud,ccm/ps_regulaticrrs )

iFfitr riiv suu p'ffifiltr# d,imf;gfiA$f #tllkl{"..

ffiS*t*€*ffiffiffi.q*K:.lt :

" iii*F;r''f4q,[G+8Eir].Fi.*t:..

ilt ti. , lt' T ,R tf ff ih i,,\ -ljlerr ,;$ *: i.il:.1,:: ;;,ii Ei -€- 
,='' +

ffisjff# :

' ffii$it:tl?laL;*"ftfi.
. +F jtr t&iE.Uif"ffi ffi t$6l

ffiffiw*$
E*{AF{S TUV SUD prr:ducr Ser*l*e f}#&ffiFff$fl,fi{i;
&d d " #eEs{ss#it-8trff9€.€fiEy 6 ; * ir A
vi'g*ff r) ;i{ fr#,aTffi #t(wv,:w.tuv

sud.cbn'i/ps_reEulations)fl IEF: L * e W h'A6 
"

eoffiR. ;uV Siin Frcd*cr $ev!*e -#,=aTlXrJc

Oi {* l.'J-*L fe&"

ffi * rr € ffi & t ffi 'f 6 JKFii *t .r,F }la S;fl
. dLry L T L1 :.;, f;.tft,S,ffin''tr#:-r'' S z..r

* ,3 t:ffiilT *3 dj&.fr:;;tf.*ii), ii.irr;jd,iii=-.r 
==g":All ), l. #rli,-ll#,;r :

" i& #j&#jS6;*/I|'fi #$1;'or i, .{'i,r -r;
. Hffifit ras-&Y{,Etir Fg,ift.; .'i- :, ' ;..:.

**rrtrr*tcr de *er€$f !c*c&* ffieqi.:i*it** p&r* ii validaels cir: r:*:rtili*;riii;i {*;i;r
principici;
* Valiclnd* da{s) :ir:rr:i:{x) ii* erisxi*i*

{,:).
Adi , i]*iit;:l *e:itiiii:
** il$s da n':ar*a d* c*rtific+:6
de $G:
* Unndi?*e* tje {a$r:r:ri:?.r.' a

r,rani!cis.s.
* Audifclia iJr+ nr*ni1*la{:*ir i"{*;

regur*.fi"*€ni*,



ts

KS
Deutsche
Akkreditierungsstelle
D'ZI/4.11321-01'00

Gertificate
No.:Q5 029056 0069 Rev. 00

Holder of Gerlificate: ALPRO MEDICAL GMBH
MooswiesenstraBe g

78112 St. Georgen
GERMANY

I
t.

product Sen,ice

Facility(ies):

Certification Mark:

AI-PRO MEDICAL GMBH
MooswiesenstraBe g, 78112 St, Georgen, GERMANY

scope of Gertificate: Design and Development, production and
Distributiqn of Hygiene Agents, Cleaners
and Disinfectants for the General Medicine,
the Odonthology and Laboratories as well
as Special Products for the Water and
Waste Water Technique in Medical
Treatment Units And Dosage Devices for
Decontainination Agents in Medical Devices

Applied standard(s): 
F':Jf,3 ifflK:tt 

"rity 
manasemenr systems -

Req uiroments for regulaiory pr6or""
gi^?J^:i83i"1?5:2016

I$..9.j1r1i:l F:ot t Service GmbH cerlifies that the company mentioneo
aoove nas established qualillz management system, which meeis the
requirerlents of the'list aiso notes overleaf.

Report No.:

Valid from:
Valid until:

7 13140812

2019-01-18
2021-12-31

Date,

Page 1 of 1

2019-01-18 Stefan PreiB

=@.rFffi
.L

TUV sUD product Service GmbH . certification Body . RidlerstraBe 6s . g0339 Munich . Germany TUV@



Zeriiflxlenvertrag
fiir dis Zertifiket ilLrng isf rjie pruf"
ier*rdnung v*n $Ui) $r*duct

Frinzipi*$fx* \d*r*ussetrx n g f fi r ef i* {:i ii i i; r.; koi i
des Xert6flk*tes:
c Gi:itigk*it d*r z:ti*$*fi nrfrr)ritivflri

Fnifg rundlage{n) rst .6,llr1 eh*n
und zusdlziich hei Zertif ikate rr l* ii |l*t€r^:bii': i'' r :i''

zLJr Vsrv.-retiil*ng eirt*s ilr*J;ur!r..i:cns i:;l_vr', 1.,'e i

Zsrlif ikat*n ti.:r Q[4-$.r:sie rrr :

c Yor*l|tss+:t::u rig*l': fil I w;r;l*ir: i iir: :':';:i . j :i-i {.
Feriigu ng lv*l*Jf r'; ili*csiir.: 1l r; :-:.

" Sie S*rtigurrgs^ i:;.:w. rJ+;i;:r,:i:i;li,:r,ti.:i; ii;;.r.t i':: . .

rog*;tmli l) i g lihe rw*i;iif .

CertFf !e*ti*R ssntrest
Certificati** is bas*d *n ihe TL'V SU* Fr*ciuct
$er T*stin ior: iSn iptctt sc er

AI}CI

partner
vl

$ystpm.

ffiequiremont* f*r*he v*iiditr* cf if rc **s^iiiici;u;.
in pr*mei5:l*:
. Validity of ihe *i",ioted tesi siarrij*i.rii*i
ln additi*n, far celiifi*aie-rs wiil:'i,ur iigi:l i;ii .;1.;i; ,;
csrti{icatien m*rk *ncl {rr l_}fr,,l r :+: riii'ir.la'i+;ri :

* Ccnditi**s for an a*oquais n-iair:tji;:t{j.ii.ii].r{l i:i.l
fflffift:ai$*d

* Fis${-llgr s*rye:llaltc* *i Lirr"t f i.ri":iiiilr ;t; ;,.'1, i,,*.. ,._,,:-:

ETTffi*
i,.\1fHT TUV $UD trffififfi# (ltili;{j1i1;g,g.nl) 

"
ffi {+ trT * Eir & s,$ is +} iS H * tS g }l j$f ffi4 mt ( )tJ id.e.

i,titri$tll) ( JL www,tuv^sud.ccmtps_n*gulations )

J+fikftr TUV Su* F ffi filiS1,J'i[K*S ft fi*fF{*fF"

#SWS€ i*ffiffi$ii :i{;
* ii,ii[Flf id( i#J'r)'ft fy iri'it{i;!

tiLfl' , t f fHtx nj'tftii{ i.ir.{afi;+,ti:i ,fi=F:lij.fi:€'#,i.

{4K 'ik* :

. 1ft1i9ffi ir'{r! {iF ft /r,i

' &.F\fr t*,sStHSi ffii.l$*S

wffi#*s
ffii=-EH fuv suu Fr*ducl Seruice frES Ff;;?Tffi,fft{;

E" { . .=,tFri#{ft##i*-*trtEg€9ffiE"4 il. c {: &
ii.ffi ffi f)ffi ffiHfiffi,,ftt{vrr,rw.tuv-

sr":d,cpx/ps_regutatir:n*)iliA* L *S# e, -S& 
"

"mffiX. 
TLIV $Ut) product $eivice =,,fi5fy27.&

slT*- !.f*-e.15.6"

ffitr#€ t*i: s5B"s S.ti$iyj,r *"tpg ,ts

" tl.ffi 1, T l-r eJ E4,AH,iff.:1*'Ei*-i" .5 :<,

d s i:Ftrai[E.-'? *tRtr eiF+FS-{ i.i,i_il,::-jigr-,,1,

€YjFiiJ )" i-i,#i[*ti :

* iffit}ry#ffi,;?fr.i+€,{{t,€: i. ,: i : ;a;

. 
"ffi ffil*$* i:6#:gi /-{:+:nd i .'... i.,..{

C* ntrn{c* de eertif i e* g&o e*isii*g p*r+i # 'amSIel*e{* d* {rr;r Iiiir;;}ri;; ir;i:.
cipfo);

r V*lir$ade ii*{s} ;:.r*n:,:is} $+ 1,;;11.;ir..{:;)
reic;len*ia<**{si.

Aciicisnalmente, para i:s,'

a0 *s$ *a marca. d* *+:rli
*er $G:
* fiondiQ$.+s de fa:i-riic

,riantidas.

" lrurJitcria iji) ir:titilttcl
fStJ3; i;: :'r;;;,": lg.



.1 6Flf IlA,&ti IlK4 t 4f $J i tu; t ?
;- t DtsptiiT:rvr-t 0n &isfi / cAi f

G8G-MLD S,R-L"
MD ?U01, or. ChiginciLr
str, Tiqhtna, 55, of, 607

office1i;-rgbg. m<t

Prin prezenta, Agenfia Medicamentului gi Dispozitivelor Medicale (in continuarre
AMDM), cu referire ra soiicitarea Dvs. nr. G-3g? din 20.0g,2018 cu privire ie
inregistrarea dispozitivelor medicale Tn Republica Moldova, VH cornunic5 urmlitoarrete:

conform Legii nr" 1"02 din 09 iurrie 2at7 cu privire la clispozitivele medicale, unica
confirmare a faptul cd dispozitiveie medicale au fost inregistrate este Registrut de stat al
Dispozitivelor Medicale, R.egistrul este accesibil pe site-ul oficial al AMDM: www.amect.mcJ
( R e g i stru l D i s p oz i t i ve l o r M e d i ca t e - http_J1gg_" J e;}-J!, 1. J _g-g_0_S. _tr1 ) .

Totodat6, Vb inform5m cH urm5toarele dispozitive nredicale;
Nn de

Denumirea d isptzitivulu i m edical l- s*;;"tre -

.. - i --9a-tne-rcial'DM00002$51 1 DEZ]NFECTANT PENTRU SUPRAFE"I-E $I DISFOZITIVE MEDICALE ALpROlt"r-Di)
DEZTNFECTAI\,II IENTRU SUnRAFETE gr DispozrrivE r,rEDrcAt.E I _,",

,-t-
DEzTNFECTANT nENTRU SUnRAFETE sr DlsFozrnvE i,,rEDrcALE j ,

i Dt'4c0{}026512

r^- ---*^*
I ilM00002$51s
t--*----.--
i D1400002651e-i

: DM0001075A8

DEZINFECTANT PENTRU SUPRAFETE 5I D]SFOZITIVE I,]EDICALE _-_ _-.. t.

DEZINFccTAT{T pENTRU supn*Ff;}s gr Dispozrrrvr r.,reDicALE ; n rNyl:jl:Llot

i Dr"1000026s17

i-ril-rodrtt

de Ia producitorul AL?RA MEDICAL GMBH
incluse in Registrul de Stat al Dispozitivelor Medicale
0tr.R904-2r29 din 06.11.2017 9i A07.ps_01,R.g04-102

Director general adjunct

Cx.; Scrifj(ati Adrion
Tel:022 BB 43 0S
a(net]J scf t p.e&rifitalj1ed. 

m d

. .-;..... .

RU SUrRAFETE gr DJSrJozn-rvH l,rEDrcALE 
I-t-

din Germania, sunt inregistrate si

in baza OrdinuIui AMDM nr-. A07.pS

din 77.04,2018.

Durnitru SAGt{IN

DEZINI'ECTANT PENTRU sUPRAT'ETf; SI DJSFOZllIVH 14EDICALE
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DM000026521

DM000026522

D14000026529
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G-CERil hereby certifes thot

DURIGO G&T INC.

33, Oedap 6-gil, Sangju-si, Gyeongsangbuk-do, Korea

M edi col Dertces- Qu ality Management Systems

ISO 1348522003

Scope of Registration

Design, Development, Manufacture and Sevice of Special Paper
(Thermal Paper, InkJet Paper, Photographic Paper, Mat Sheet)

lssue Date : 30 Jun. 20'17

Expiry Date : 04 Jul. 2020
Original Date : 05 Jul. 2014
cerriricationNo: GK.0233 -MD 

V{-,y:ffi Effi
7 Chiet hxecutivc

To.vcri[y the validiry of this cctificate plcasc visir : rvws,gccrrlcom
I nrs ls to certily thirr thc Managetncnr Systems of rhis company has bern lound ro conlirm ro thc abrrve G -C ERTI FI- 12 0]
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Thermal Paper for Video Printers

Medical & Industrial

Durico rrLanufactures Synthetic Therrrral Papers flor pr:inting Ultrasonic Video Inrages. Durico's
Video Papers have become very popular worldwide, replacing Sony and Mitsubishi papers
with Lower Cost and Consistent Quality. Durico is successfully exporling high irlage contrasl
thermal papers to world markets for rnedical recording and industrial applications.

Superior Quality Medical Image Printing Paper

1. Grades

. High Glossy Grade - ULST,A.R-1100HG

. High Densify Grade - ULSTAR-I100fID

. Standard Grade - ULSTAR-I1005

2. Applications

. Printing Black & White Video Images on Medical Diagnostic Equiprnent. such as
Ultrasound Systems

. Precision Printing Suitable for Thermal Sensitive Printing Metl-rods

3. Compalibiiity

. Fitting perfectly to most Sony and Mitsubishi Printers

. Compatible Sony Printers
o UP-850
o UP-880
o UP-870MD
o UP-890MD
o UP-895MD

. Compatible Mitsubishi Print
o P-70
o P-90

. 
o P-91
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. Paper Equivalents

4. Size

. Fligh Glossy - ULSTAR-I l00HG : 11Omm x 18m

. Fligh Density - ULSTAR-I100HD : l l0r'nm x 20m

. Standard - ULSTAR-I100S : 11Omm x20m

5. Packing

Each roll
5 rolls in an i
10 inner bo



DNV BUSINES S AS SUR.ANCE.

EC CnnTmICATE - PRcrnucrloN Qltertrv AssuRAllcE

Certil'icate No, 65242-2009."CE-l'1-r\ -N A Rer'. 21. 0
"f his Cerrificate consiists c,f 3 pages

?'his i,t ttt certifv'thal the ()ualit,l,Manctgement S1t.t7srt t-7'

CEXR,{CIffi.TA I$.P.A."

Italy

/or proclucfictn an'l.finnl product ins,pectiont'lesti ng oI

Electromeclicall Recondine Paper
has heen asseslled vvith respecl to

(he confonnity assessment proceduro described in Article ll.5 and Annex V (Moclule D1)
of CouncilDirective 93/42/EEC on Medical Devices forthe aspects of nranr-rf'acrlrre concerncd u'ith

the conf'ormity of the products r,vith metrologicalre,quirements, as amended, and fbund to complr*

Further detsils are given overleqf

Place ctnd date:

Hovik, 08 September 2014

f'rr DlrNorusx.f VERTAS CEr{T}tcA"floN AS
NORwAY

I,l

7'his Clertilicate i,s valid unrii

09 September 2019

Angela Lanna

Techniul Reviewer

o ();

!'ht.r (ertifiura hu bwa ligrtally,tigirvt!. ,fec y;^ I il&tt' itl./i, , ,'ilO9.lqfl U

Notiee: The rcrtilicote i{ :$h}ect to lenns onil condilions averleqf. Any signlfcunt chnnges itt ilesign or con
x Jil) naiM runi' j l!$! s tlsrsa sfiir$ i, tra\d to hNlt'(En.ruN! bi qyrL+JiB6il {.t rr nnLitr {&l \irs! \iribs, M) 1}t }for*N Vsi{s $iliFrt !i{rs^sL,.t t'
d[llfolq\:edJ|.mhJAq!!r|k'Ln{N\{|trech.l&qi|t!!hrdrhi{!c{l6|,F
:ll'k4bndrri(*.drc1?rr,rm6r,antlo)!e1,rSsilrnilfl!o,lsrlrirFtd*toi{oilkN,{rt.VsiuJ ,li i'-

Det l\iorshc Ventai AS, \terirarvcien I , I 12? I lwvik, Noflvay. Tel; -.4," 67 :i7 9900 l"-a(: *,1? 6?51 It t

Pale I ofJ



.Iurisdiction

Certificate his

Cert. No.: 65242-2009-CF. tTA-NA
Rev. No.:2 0
Proje.ct No.: PRJC-89356-2008-M.SL-11'A

of,Coungil D,irectiye.93 IMIEW af.l4.J'une 1993, adopted as 'Forskrift for Merlisinsk
Nonvegian Ministry of Health and Care Sen'ices.

Issue Date

2404-09-09

2009-09-09

2014-09-09

is Certificate

the complete iist of devices is filed with the Notified Body.

Sites covered by this certificate

Casadei, - ZI.'Yilla Selva - 47

Dst N ocke Yerits ,\S, V eritasver.cn | , t -12? Hsvik. Na P, ary. Ttl; -'{? 67 57 I90tl f ox: +4? i? j7 99 I I :j:l:::il,it: :.:9itt

Products th

n Prclduct Class

.ording Paper Flecordlng 1:aper lbr:

. ECC

. tsEG

. C'IG

. laboratorv analysis

Im

Page 2 of3



Cert. No.: 6S242-?009-CU-ft A-NA
Rev. No.:2.0
Projecl No.: PRJC.89356-2008-ivtSL-lTA

The cenificate is subjecr to ttre fnllorving rerms and coniJitions:
e Any productsr (see 2001/9-5/EC for a precise definifion) is liable for damage caus;ed by a de fbct in his producr(s). in

accordance with directive 85/374IEEC, as amended, concerning liabiliqy- of defective produc1s

' The certificate is only valid for the products ahd/or manufaoturing premises lisrerJ abt:vc.
r The Vlanufacturershall fulfilthe obligafions arising out c,f fhe quality systenr ir.s approverl and uplrolci ir srr rh;r ir

rernains adequate and efficient.

" The \4artufacturershall inform the local DNV Olfir:e of any intended updating of rhe qualir.v- sysrcln and DN\r ,"vill
assess,fhe cJranges and deside if the certificate.reniains valid.

o Periodical audits rvill be held, in order to verify that the ivf anLrfaciurer maintains and app Iies the q ua| ity system D; ,\ V
reserves the right, on a spot basis or based on suspir;ion, to pay unannounced yisits.

il'he follou'ing nray render this Certificate invalidl
r Changes in the quality system afTecting production.
. Periodical arrdits not held within the allowed tirne windovr.

v

risg

-.o. Nt 4

\&,^..-.,

HEAD OSFICE: Det Nonle \reritu AS, Vcritasveien i. 132?llnik, Nonva]..'tel; r{, 67 57 ,tnD Fe: ,41 6is? 991 | iq(1v.gj!:*ctl!
racc , ot J
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{:{1hl l{Al. iY$-rf Fil

ELllech Clinical SyStems SAS
Zone lndustrlelle
61500 Sees. France
fel : +33 (0)2 33 U 21 A0

Fax: +33 (0)2 33 2877 51
www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITeeh Clinical Systems SAS, zone industrielle 61500 SEES France, d6clarons sous notre seule
responsabilit6 que les rdactifs appatenant au groupe 3 <EI-ECTROLYTES/OLIGO-ELEMENTS>, r6fdrenc6s dans la liste ci-
jointe, sont conformes aux exigences essentielles des annexes I et III de la Directive Europ6enne 98l79lCE relative aux
dispositiis m€dicaux de diagnostic in vitroetau code de la santd pulllique.

Cette d6claration est bas6e sur le contenu de chaque dossier technique DOS-CE-)XXX et s'appuie sur la

certification de notre systAme qualitd selon les normes ISO 9001 ; 2008 et NF EN ISO 13485 : 2012, (Ceftification
valable jusquhu 27 juillet 2017).

(Voir liste ci-jointe).

DECEARATtrO,N OF EC CONFORMITY

We, EUTech Clinlcal Systems SAg Zone Industrietle 61500 SEES France, hereby cerfift, under our own
responsibility, that the leagents belonging to Group 3 "ELECTROLYTES/TMCE-ELEMENTS', such as listed hereto,
confonn to the essential requirements of appendices I and III of European Directive 98/79/EC, relating to in vitro
diagnostic medlql devices and to the public health code.

This declafation is based on the contehts of each DOS-CE.WX technical file and ls supported by the ceftification
of our quality system according to the standards ISO 9001 : ,2008 and NF EN ISO 13485 : 2012 (Certification valld untll
Ju|y27,2017).

(See attached list).

D ECEARAICTfiM CE TTE CO.NFOR M'I DA:. D

Nosotros, EUTech Clinical Systems SAA Zone Indurtrielle 61500 SEES Fmnce, declaramos bajo nuestra inica
responsabilidad que los reactivos peftenecientes al grupo 3 "ELECTROLITOS/OLIGO-ELEMENTOS ') referenciados en la
lirta adjunta, son mnformes con los requlsitos esencialds de los anexos t y III de la Directiva Europea 98/79/CE sobre
dispositivos mddicos para diagndstico in vitro y el codigo de salud ptiblica.

Erta declaracl6n se basa en el contenido de cada DOi-CE-XW tdcnica y estd respaldado por la certil'icacidn de
nuestro sistema de alidad segin las normas ISO 9001 : 2008 y EN NF ISO 13485 : 2012 (Ceftificaci6n viilida hasta el 27
de Julio 2017).

(Ver lista adjunta)

S6es, le 03 Avril 2015

Reg u latory Affa irc Ma nager

ELlTech Clinicat SYsteffis 5AS

Zonc Inclusiriell*

61500Slii:1 " flairt't
,rcyutoLetl ntlailJ taaltQgEt .,-,..,.,", ;fj ?7

Risponsa'ble de ios Asuitos Reglenentario$tl. ; +33(0)2 -tl 81 2l 
:1;.',1'Ji,;1"' "SlittT 3iti i65'125 i)')i;lr''

ELlTech Clinical Systems SAS
Societe par actians simplifide au Capital de 1 219 5s2.14 e

SIRET 318 365 228 00036 APE20592

RC ALENCON 31 I 365 228

Val6rie GOURDON,

Responsable des Affaires R€glementaires

i,eeamo,,

ISO 9001 -NIr EN ISO 1348s

be aE ; c i- : ii 7 
- 
: I;; i7 7 p;: i /;E; i t rbl- i /2



f t"IfiicAL 5Y$t-S$,15
fLlTech Clinical Systems SAS
Zone Induslrielle
61500 Sdes. France

Tel : +33 (0)2 33 81 21 O0

Fax: +33 (0)2 33 2877 51
www.elitechgroup.com

GROUPE 3 - ELECTROLYTES / OLrGO-ELEMENTS
GROUP 3 - ELECTROLWES / TRACE-ELEMENTS

GRUPO 3 - ELECTROLITOS / OLIGO-ELEMENTOS

G-

Ft l-terh fiinir:ai Svstents SA.5LLI l*(.lr urrr rru\rr vt'

Zol: lililL':,iti;;lie

iil:ii.lu 51ii:5 - lr,:tic':
r,6i. : +3iii]i2 i3 8.i :i Ci)' ilr: : : 9ii0)l 33 2li i7 5i

:ilil1 irii lt-i :l lrr fl':'ii:

ELlTech Clinical Systems SAS
Soci6tri par, actions simpliti6e au Capital de 1 219 552i4 e

stRET 318 365 228 00036 APt=20592.

-DCai-Gj'-ir:i':'ii,ililb,-tr;b;,t,t';- :j*:] 11'''-':1i

ISO 9001 -NF EN tSO lJ.t8s

DESIGNATION DU
REACTIF/
RI}AGENT DESIGNATION/
DESIGNACION DE
REACTTVO

REFERENCES/
REFERENCIAS

NOM DU DOSSTER CE/
EC FILE NAME/
NOMBRE DEL
ARCHIVO CE

Code GMDN/
GMDI{ Code/
Codigo GMDN

CALCIUM ARSENAZO CALA-0600 lo25o DOS.CE-CALA 45789

CHLORIDE CHLO-060010250 DOS-CE-CHLO 60037

IRqN CHROMAZUROL FECA-O6OO DOS-CE-FECA 54758

IRON FERROZINE FEFR-0600 10250 DOS-CE-FEFR 547 58

MAGNESIUM CALMAGITE MAGN;0600 /O125 DOS-CE-MAGN 46795
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,r\vr:l ntor Perf orm crnce
Sor,tririskiogp 11

44-1t]1 Gliwice
Tei 48 3t 139? CJ00

N4ertc ricls Fulcrrr <J 5p64kc Akcyjrlrr

Declaration of conformlty

Avantor Performance Materlais Poland S,A. who is an established manufacturer of reagents and
products for diagnostic in vitro located at:

Sowiriskiego'1 1 Street
44-101, Gliwice
Poland

Herewith dbclafes. the followin g:
Reagents rnentioned in attached llst are fabeled with J.T.Baker label, comply with the In Vitro
Diagnostic MedicalDevices Directive ggtlglEQ and the requirements of ISO 134s5 Standard.
This declaration is the basic for CE marking of the In Vitro Diagnostic Medical Devices.
The products afe not part of List A and List B of Annex ll of the IVD Directive 98/79i EC but are
subject to self registralion.
This dqelaratioh is valid for all the IVD medical devices described above and which are placed
on the market Uy ourselves on or after the date herecf and which bear the CE marking

Gliwice, Poland

January 25,2019

Anna Szuba :

Quality Directoi



J.T.Baker product list for CE rrarked products

Product Product nurnber Pack size

DiluidrM 100 Plurs 3961 20L
Diluidru 22 2990,9010PC 10 L

DiluidlM 610 3969 201
3969-00 20 1

DiluidrM Abacus
3430,9020 201
3430.9010 10 L

3430-00 20L
DiluidrM AC 900 JYYO 20L
DiluidrM APR 3476.9020PC 201
DiluidlM Azide 1'ree 3957 20L

Dlluidrs lll Diff
3963 20L
3963 9010 10 L
1063-00 20L

DiluidrM Erma 3459.9020 20L
345S-00 20L

Diluid rM Mindray 343S.9020PC 201
3439-00 20L

DiluidrM NR 3483.9020PC 20 1

3483-00 20L
DiluidrM Rubv 2987,9020PC 20t
Dil uid rM/Sheath 3200-4000 3832,9020 201
DiluidrM ST1600i2000 3976 2AL
Sheath D 34S5 S010PC 10 L
Sheath Fluid 30o0/350o 3471.9020PC 201

)N-free Lvse Diff AC S00 399B 5L
SvMetrM 22 CN Free 2986.0500PE 500 ml
SVMetrM 3000 3469.S010PC 10 L
lvMetrM 3200 CN free 3823.1 000 1L
SvMetrM 35O0 3839.5000PC
3vMetrrl 3500 CN free 3825 5L

CyMetrM 610 CN free
3970 10 L
3970-00 10 L
3977 5L

CyMetrM Abacus CN free 3431 .1 000 1L
3431-00 1L

vMetrv APR Baso ll 3479. 1 000 PE 1L
vMetrt't APR CN free 341 7,0500PE 500 ml
vMetTM APR Eo 3478.1 000PE 1

cvMetlr ASA 2950,2500PE 2.5 L
vMetrM ASB 2951.0500PE 500 ml
VMetrM AS CN free 2952.9010PC 10 L

CvMetrM BS3 CN free 2982.0500PE 500 ml

CyMetrM lllDiff 3968 1L
3968-00 500 ml

3yMetrM lll Diff CN free 1511.1000 1L
351 1-00 5L

CyMetrM Erma ]416.0t) 500 ml
3416.0500 500 ml

CvMetrM H20 3853 1000 I
CyMetrM KX CN Free 3425-00 500 ml

3425.0500 500 ml
vMetrM Micro 3852.1 000 1L

CyMetrM Micro CN free 3863 1000 1Lm cros
3863-00 m cfos 2-

vMetrM Mindrav 3441-00 500 ml 22"\1."
vlVetrM Mincirav CN Free 3440.0500PE 500 ml

'll
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J,T.Baker product list for CE marked products

Product Product nurnber Pack size
CyMetrM NR lll 3484.1 000PE 1L

CyMetrM NR lll ()N Free 3486,00 1L
3486.1000F,E 1L

CyMelrM NR V 3485.1 000F E ,,1 
L

CyMet'M Ruby CN Free 2988.5000F'C 5L
CyMetil ST 1600/2000 CN free 3759.5000 5L
LeucoLyse 3475.5000F'C
LeucoLvse Rubv 2989.5000F C EI

Blankino Solution 1 600/2000 3547 20L
DetectoTergetM 3763 5L

3766 1L
f etectoTeroe ru BS 2970.0900F E 900 ml

ProClean rM
3900 5L
3900-00
3768.1 000 1 L micros

ProCleanrM Abacus 3432.5000 5L
3432.1000p'E 1t

ProOleanrM CD 3902.0100P E 100 ml

ProCleanm Extra

3862 5000 5L
3862.9020PC 20L
3862-00 5L
3867-00 '1 L micros
3867.1 000PE '1 L micros

ProCleanTM Plus 3901 100 ml
Rinse Mindrav 34425000PE 5L

8-Parametel Corrtrol UN/H 3427t3428t3t429 2.5 ml
3463134641?t465 2.5 m

B-Parameter Control 4xN 3747 4x25ml
8-Parameter Contrnl 1 vl +4vN+'1vl-t 3751 bxl_5ml
6-Parameter Control extended UN/H 3633/3034/3t635 2.5 m

3-Diff Conhol l-/N/H 343313434ts43s 25m
3502i3503/3504 4.5 m

3-DiffControl exibnfod | /N/l-.1 342113422t3423 2.5 ml
CD-Diff Control L/NtH 34521345313454 3.0 ml
CD-Diff Control 2xL+ZxN +2xH 3838 6x3.0ml
K-Diff Conlrol Uf,l/H 345s/3456/3457 25ml
Platelet Control- Extended value 3424 5x3.0ml
WBC Reduced RBC LiH ]698/3699 3.0 ml
XE-Diff Controt L/N/H 37311373213733 4.5 ml

!ervix Spray Fixative 3869,1 200 12 x 125 ntl

10% vlv Buflered Formatdehyde (4% w/v

3933,1 000 1 t_

3933.5000PC 5L
3933,9010 10 L

3933,9020 201
3933.'1000M8 1000 L

3933.9020PE 201
3933.901 0JL 10 L
3933.9020J1 20t

UltraClearrM
3905.2500PE 2 5L .,r1:,
3905.5000PE s L //s .;.:';

1905.901 0PE 10 L //'.:,.:'-'::|it'

'/ \|
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J.T.8aker product list for CE marked products

Product Product number Pack size

co

Eosin-Y Alcoholic 3800.1 000PE 1L
3800.2500PE z,a L

Giemsa
3856, 1 000 1L
3856,2500 25L
3856,9180$T 180 L

Hemato4ylin err (Mayer) 3870,1 000 1L
3870.2500 z.c t

Hematoxylin Modified (Harris, Gill ll)
3873.1000 1L
3873,2500 z,c L

May-Grijnwald 3855,1 000 1L
3855,2500 2,5 t

Papanicolaou 2t\ 3554,1000PE 1L
1554.2500F'E 2.5 L

Papanicolaou 2B 3555.1 000PE 1L
3555,2500F'E 2.5 L

Papanicolaou 38 1s56.1 000PE ,IL

1556.2500Fr1 2.5 L
',t,'_' t-,.;,,;

UItraKittru
3921 0500 500 ml
3921.0600 6 x 100 ml
3921 9025SiT 25L

Mountinq medium Hioh 3882,0500 500 ml
Vountino medium Low 3883,0500 500 ml

PBS 3059 20 L Zi<:teri
30s9.90 1 0PC 10 'iilnp

,'\\
.74\
t.4\
i),' z
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LORNE LABORATORIES LTD.

GREAT BRITAIN
SYPHILIS SEROLOGY KIT

SUMMARY

with a host of
sexual contact.
iologic agent of
Pirochete). The
liver, releasing

some tissue fragments. The patient's immune system produces
antibodies, called reagins, against these fragments. There are two
differeAt techniques for the detection of syphilis. TPHA tests, which
detect antibodies to lreponemal pallidum, and non-treponemal
serologic tests, which detect Reagin in infected people.

PFIINCIPLE

When used by the recommended techniques, the reagent will
agglutinate (clump) in the presence of reagin. No agglutination
usuall! indicates the absence of reagin (see Limitations).

KIr DqSCRIPTTON

Lorne itPR Carbon Kit is a non-treponemal serologic test for the
detectipn of syphilis. The RPR Carbon Antigen contains micro
parlicufate carbon, which aids in the microscopic reading of results.
All the reagents are supplied at optimum dilution for use with all
recommended technioues without the need for fudher dilution or
additioir. For lot reference number and expiry date see Vial Labels.

STORAGE

Dcr not freeze. Reagent vials should be stored at 2 - 8oC on receipt.
Prolonled storage at temperatures outside this range may result in
accelerated loss of reagent reactivity.

SPECIMEN COLLECTION

Specimens should be drawn ng an
aseptiQ phlebotomy techniqu s can
be stoied at 2-8oC for 7 days

-20oC. Specimens must be f flbrin,
haemqlysis and lipaemia.

PRECAUTIONS

1. The kit is for rn vilro diagnostic use only.
2. Db not use kit past expiration date (see Vial and Box Labels).
3. Piotective clothing shorild be worn when handling the reagents,

s$ch as disposable gloves and a laboratory coat.
4. Nb known tests can guarantee products derived from human or

ahimal sources are free from infectious agents. Care must be
taken in the use and disposal of each vial and its contents.

5. RfR Positive Control: H319 - Causes serious eye irritation.
Fbllow the precautionary statement given in the SDS.

DISPdSAL OF KIT REAGENT AND DEALING WITH SPILLAGES

For infbrmation on disposal of kit reagent and decontamination of a
spillagb site see Material Safety Data Sheets, available on request.

CONTROLS AND ADVICE

Docurhent reference number: PI044A

1) RPR Carbon Antigen (Red Label): Carbon particles coated wllh
a lipid complex (cardiolipin, lecithin and cholesterol) in
phosphate buffer 20 mmol/L, pH 7.0 containing a preservative

2) RPR Positive Control (Red cap): Artificial serum with reagin

titer > 114.

3) RPR Negative Control (Blue cap): Animal serum containing a
preservallve

4) Dispensing bottle (1 x 2 ml).
5) Dispensing Needle (xl )
6) Disposableagglutinationslides.
7) Plastic stirrers.

MATERIALS AND EQUIPMENT NOT SUPPLIED

a) Pipette capable of accurately delivering 50 pl

b) Mechanical rolating table capable of rotating at 80-100 rpm.
c) 9 g/L saline solution.

OUALITATIVE TECHNIQUE

'1. Allow the reagents and samples to reach room lemperature. The
sensitivity of the test may be reduced at low temperatures.

2. Place 50 UL of the sample and one drop of each Positive and
Negative controls into separate circles on the slide test.

3. Swirl the RPR-carbon reagent gently before using. Invert the
dropper assembly and press gently to remove air bubbles from
the microoioette.

4. Place the micropipette in a vedical position and perpendicular to

the slide, and add one drop (20 pL) of this reagent next lo the
samples to be tested.

{j. Mix the drops with a stirrer, spreading lhem over the entire
sudace of the circle. Use different stirrers for each sample

6. Place the slide on a mechanical rotating table at 80-'100 r.p.m.
for 8 min. False positive results could appear if the tesl is read
after more than 8 minutes,

INTERPRETATION OF QUALITAT]VE RESULTS

1. Reactive: Visible agglutination (medium to large clumps)
constitutes a positive result and within the accepted limitations
of the test procedure, indicates the presence of reagin.

2. Weak-Reactive: Weak agglutination (small clumps) around the
periphery of the test area constilutes a weak positive result and
within the accepted limitations of the test procedure, indicates
the presence of reagin.

3. Negative: No agglutination constitutes a negative result and
within the accepted limitations of the test procedure, indicates
the absence of reagin.

SEMI OUANTITATIVE TECHNIAUE

1. The semi-quantitative test can be performed in the same way
as the quantitative technique using dilutions of the serum in 9

g/L saline solution.
2. Make doubling dilutions of specimen as follows:

Dilut on Serum Saline
112 '100 ul undiluted serum 100 ul
1t4 lOO ul 112 diluted serum 100 ul

1t8 100 ul 1/4 diluted serum 100 ul

1t16 100 ul 1/8 diluted serum '100 ul

3. Test the specimen dilutions in the same way as for the
quantitative technique above

4. Read the test and note the last positive dilution series.

STABILITY OF THE

{ilide tests
period to
incorrectly

the 8-minute rotating
result may be

of the reagent.
z'\
ft

1.

z

+

6.

It is re and Negative Controls be
tested of tests. Tests must be
cdnsid how expected results.
Shake e to ensure homogeneity.

iouched

d out bY

with the
rdquirements of country where reagents are in use.
The user musi the determine suitability of the kit for use in
other technioues.

Document issue number: 410112017 Page'l ol 2



LIMITATIONS

1. RPR carbon test is non-specific for syphilis. All Reactive
samples should be retested with treponemic methods such as

TPHA and FTA-Abs to confirm the results.
2. A Non Reactive result by itself does not exclude a diagnosis of

syphilis, Clinical diagnosis should not be made on findings of a
sihgle test result, but should integrate both clinical and

laboratorv data.
3. Fblse poiitive results have been reported in diseases such as

infectious mononucleosis, viral pneumonia, toxoplasmosis'

4. g/L) and liPids (< 10
ors (> 300 lU/mL),

5. occur due to:
a) Not expelling air from end of needle
b) Not maintaining dispensing bottle and needle in a vertical

position when dispensing the antigen.
c) When transferring the specimen from the collecting tube

some of the specimen being drawn up in to the teat
d) Contamination of test materials
e) lmproper storage of test materials or omission of reagents
f) Deviation from the recommended techniques

SPECIFIC PERFORMANCE CHARAGTERISTICS

1. The kit has been characterised by all the procedures
niention Techniques.

2. Prior to RPR Syphilis Kit is tested by
the Rec to ensure suitable reactivity.

3. The reagent sensitivity is calibrated against the "Human
(eactive Serum" from the CDC (Centres for Disease Control)
afid comparable to the RPR reagent from Becton Dickinson'

4. Prozone effect: No prozone effect was detected up to titers
>tl1128.

5. Diagnostic sensitivity: 100%
6. Diagnostic specificity: 100 %.

DISCI-AIMER

1. The user is responsible for the performance of the kit by any
rirethod other than those mentioned in the Recomnnended
Techniques.

2. dny deviations should be validated prior to use using
established laboratory procedures.

BIBLIOGRAPHY
'1. George P. Schimid. Cunent Opinion in lnfectious Diseases

1994:7: 34-40.
2. Sandra A Larsen et al. Clinical Microbiology Reviews 1995; 8

MCC Press, 1995.
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Lornd Laboratories Limited I'

AVAILABLE KIT S]ZES

Ktt t'tze Gataloque Number
150 Tests Per Kit 0441 50A
500 Tesls Per Kit 044500A

Unit 1 Cutbush Park Industrial Estate
Danefiill
Lower Earley
B
E
T
F

Document reference number: Pl044A
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LORNtr
LABORATORIE,S

DECLARATION OF CONFORMITY

PRODUGT IDENTIFICATION

Product name Gatalogue number
RPR Carbon kit 0441 50A

044500A

MANUFACTURER

Name Lorne Laboratories

Address Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berks. RGO 4UT

Country United Kingdom

MEANS OF GONFORMITY

I hereby declare that the products listed above comply with the essential
requirements and provisions of Directive 98l79lEC of the Eu

Parliament and of the Council (also Sl 2002 No.618 thich tr
requ irements of Directive 98/79/EC).

This declaration is valid from 17 May 2015. 3;

\*

.r fli'l'' 't
tS,:.

:;'

Eddy Velthuis
Technical Director
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'cJ}rrlil/ l'q*:H" l

w6
f,hflo Al224li
t8o 1w52003; lso sl1ru

Lorne Laboratories Limitod

Unit I Cutbush Park Indtrstrial Estate

Danehilt, Lower Earley

Berkshire RG64UT United Kingdonr

Tel: +44 (0\ 1I89212264
ta'K +44 (0) 118 986 4518

Emai{: info@lornelabs,corr
www,lornelabs.com
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r\{H o rolrapaMerpu trecKg e x LIM I'rqecKH e oAHopa3o stte << M eAI4C - (B LIHAP )

fy 9398-027 - | 1 7 64404-2A03

CepzfrHuft nrrnycr.

coo'TBETCTBvE'rf TPEEOtsAHI4fl M HOPMATI4BHbIX AOKyMEHTOB

|OCT ISO 11140-1-201 I (macc 4),

|OCT P 50444-92 (pa:4eau 3,5,8)

MEAI4UI4 H C KI4X'A3 Annr/.:?r AHo ( B HvlI4 I,l MT)
129301, r. Mocrcea, yl. Kacarrcuua, 4.-l ren. (495) 683-97-92, rpaxc (499)181-89-54,

e-mail: im02@bk.ru

I4SIOTOBPITEAb O6rqecrncl c ofpaHr{qenHori ornercrrrellHocrblo <<}{ayuHo-upoI{3BoncrBeHHat

ilruprura (BLIHAP) (OOO (HflO (BllHAP)), Poccnx-,--lQ|0.94, r, tr4o9rna,
iocnuralr,srrfi szur, g.5, crp.7A., nona.VIII I4HH 5023001024
MeCrO npolr3BoAcTsa-141009,ldocxoscxas o6n., r.Mururuu, y,n.Ko.rrottUola,.u,.i7

CEPTI4<DllKAT IlbtAAH O6u{ecrso c orpaHHqenuoi r,r'rse'rcrBeHHocrr,ro <Hayvno-ilpoH3BoAcrBeH

$upua <<Btr4HAP> (OOC) UIIIIO (BI4HAP,))
Poicus. 105094' r' Mocxea, focnutallsnrrii e , A'5' c:rp'7A' norrl'vlll

HA OCHOBAHITI,I

AOnOA

(( B I-II4I4I4MT)) (Ne RA, RU.2 I I4M04).

PerncrpauuoHHoe yAoctoBepenue Np P3H 2013/38 or 08 rpeupa,ra 2013r. Oegepanuxtlii c:rvx6rt no

rra.q3opy n c$epe 3ApaBooxpaHeHarl (POC3APABHAI3OP)

Mapxaponanue npoAylqal,I [poli3Bo,
coorBercrnux Cptcterrrct ceprutf uxart l\
4o6pononruofi eeprrrtlnKalrulc rpo!,y ^N

rrTe^b opraHa
!t

B.B. Py
,tri4ufrax!t.

Ceprli{:lixar He npHx{eH-rrerc.s ilpri tr3.lrelbHori c eprz QrmKarlu r{

F i'i r fr4riarp/ 1{AS 
_tYrrl9r! 

^ {s, i/i^. l, ir*r.('!. Jt nrtc5 rr!,,ir6 oHc P6 ymii' - s! re{ (4 n5) :)l$ 4r{? . rt iia, ivi I i r



CItCTEMA CEPT'tr4OIII{AIIHI4 I'O CT P
rIrEiIuPljIbIIOn AIITHTCTBo t{0 TI}XHI4tIECttOi\ty plJl-}tll4p0Bdlll'Im I'T MIITP0Jl0}'l{l{

CEPTHOH KAT COOTB ETCTB Hf;
Ns POCC RU.14M02,HI7797

Cpox geilctrllx c 21.0(,,2016r. no 21,06,2019r.

Ns 1?58743

Kr);\ OK 0ll5 (()Kll)

e3 9854

xoi\ I I I lll)l Po<:cr'ti't:

3822 00 000 0

oPrAI-I fIO CEPTI.{(DI4KAUI4I,I }le RA.RU. ttuu)2
ME/{rruI4HCKI,lXlt3NEn]/lnAHO(BFII4I4I4MT))

129301, r', Mocxna, yr. Kacarxr.rHa, A. :J len (495) 683'97-92, $arc (49t9)187-89-54

e-mail: in02@bk'ru

IIPoAyKIIHfl I'Iugnxarop 6yuaxnuft ro:4yruuofi t)repHrIlI3arIHH

XHMlIqeCKHfi n,tuolo napaMeTpqqecKzfi o4uopa:o gr,Ift rl(Me.n I'IC -B - Bunap r>

(r'ao,aI.rQuxauuu Meatr4C-B-160/150-1, Me.qHC-B- I 80/60- I )
uo TY 9398-032-l 1764404-2004
OepuffHsrit BbIrIycK,

c oOTBETCTByET TPEEOBAHIIT M HO PMATI4B HbIX A,OKyMEI{TOB

IIOCT ISO 11140-1-20i 1 (rcnacc 4),

I'OCT P 50444-92 (p,p. 3, 5, 8)

Mapxuponaul4 e nporyKIIHId ttpoH3BO nu':rofl' :lHaKoM

I4SfOTOBI,ITEAb O6rqecreo c orpaHr,rrjenHoit orsercrBeHHocrbro <l{ay.*ro-upon3BoAcrueHHat

$nprr.ta (BI4HAP) (OOO (HIIO (B[IHAP))), Pocclte, 105094, r. Mocxea,locnsralrslrit nal, s, -5.

c:rp.7A, noru. VIItr HHH 5023001024
M'ecro npol.I3BoAcrsa - 141009, Mocroecrax o6n.., r, IvIurnItIH' yn. Ko:rour\osa, L. 1712

cEPlll4oI'IKAT BbIMH o6qecrso c orpaHr.rqegHoii or'lercrBe'Hocrbrc <Hayuno-,,l]oH3lloAor'ettlra
rlnpva (BI,IHAP)) (OOO (II|IO <<BI4IIAP>)
Pocctrs, 105094, r, Mocxea, locnulalrnslfi nal,4' 5, crp. '7A, uonr. VIII
rer./Qaxc (495) 988-7 6-67

HA ocHOBAHpII't 
rporoKona ucnsrrauzii }lb l6-854 ot' 20,06.2016r' I4I-l M14 AHo

<1BHtr4l4tr4MT) (Nn RA,RU.2 I HM04).

FeracrpaquoHHbre yAocroBeperrns: Ns @CP 2009/04944 nr'06.03.2013r., ]"lb @CP 2009/05017

or 06.03.2013r, Oe,tepalruoli clyx6lt ilo HaA3opy r cfrepe 3,ApaBooxpareHllfl

(POCSAPABHAA3OP)

AO fTOAHI,ITEAbFIA-tr PI HOOPMA I-lI4 g

coorBercrBnc CucreN.{st ceprtltf nxaqnu I
4o6pononnH I'IKalrI{H rpo

e, E'rA'OAI'IfeAL Opfalla "--..- ...-"...,rr.ri.:

epr

$lrra'r ne rrp r.IMelI-r gr ctl rrp]I o 6.rr: atearH o ti c ep I ucp t.r raq

; iri#i,ll;ii:Piv'S

. rr$I r!'

6rd{ h rora3{ #o 'Ofutl4 r ;l:rxldn .i, is7uerr,{ M 05 05 Sr*3 $lio & )srBtnh t i I a;' l4lal ia6 !7n2' I M'ei3, lCi d



{..lilut{:*.l'$$ f r)r i}frillr.r}lilr$ii ili riErr"i'il(,lrthru-i r,l(l

*:l I irY,r rr il -r r lto I | ]H&tri] | | rllr rt ;r fl il) n li r r,t't 11 it I l.\ I',,
l{}p.ltii1r*r; l{riillJ"i, it,l.rli:tlul, \'ri i"i,r,ittlir,,ti,tlt"iJi tjili', :1..'','::[ ,; i,r:r;'.t lll]i
t, ;.\Jrfr ri.ri(:,i1f,t i (lS(:!r''1, t'.1.;lr rli.;rl;i, ir'ir "lrr
i rq:ri,'ritltliL: :.i .:lrl'i](roir."-l-;i;4i, t.ll,i\ ,il:' {'l
' Jltrp;ll,\,.r\!rii,{jn'rr^}'] r-niirrl: li_i'fllririi.rt,:i,\_jll,ll,:.t,

nn
ffiI

[,1cx J\q 4
tA xT

-or 
l!._O!J.!r ili

fi n napoBoii cTepLInld3aullu xl.Jt"llrqo(jI(trIe

BJrnIcr co6orii npnMOyI'oJIbFIbte rleJlooKt,t

Ha Hero IRyMIT f.ilterHhIhll4 M0'fKrU\41,1

HHfl.

rrr43tlxtpa - 60alt,
2. Iltaruent - +}oh, cocrorrrrlr4ii:
- oKcarrar )Kenq3a 60-90%; ;

- HaTplreBaq cqJr6 yr(cycnofi I{t.tcJrorrl 5-L),5q/o;
- KpacHrenb H1 ocHoBe opovrrlrrrnonoBofo cllHer0 5- I2,5%,

I4u4lrrcaropsr itynraxnue Bgiif\l*u"n-loil 14 rrJIeHortrlble ttapoBoii crepllrlfl3aql'IId

Xt,{I\,l6qecKI'IeoAHopil:1(.1|th:*.c$!1t.I}-}<<i'r91-ltl,r.ct:.|}}t]p|rJl{.::|i^i1].illiti:|.]'u(j,f0i1t.l|)hlll1l;'11;

noJIocKt't c HalI*rj*lti'lhlhl itil t"iir"f lltlyN{51 t{t}c-:'1'tjL'l:\lll klri'}ii3l1"'lli llll;:-ttll{it'i'r:1:::trii \lt:f l(iril tl

SJletv{eI{TOM cp aBHe U }.1 }1.

I4Hgu r<a'rop H afl Ko hi r lr-l:]r:I uut c ocTol{'ir I{s :

L ltronrarvteplril1'i cBtl3KH Ha ocfioBe nonnc'tnpona.- 607o'

2. IJunreHT - i+il%, cocrotluufr:
- HL{TpaT al\.fMil}ll.lfl l0-20oio; 

,

- cYJIlthanatlHtth0ii KHclIorbI 5',1 }Vo;

- AHc'I(cI'IAa Tll'filjli:l * 3{J-4{l.r/i;;

- KpacuTeJrb Hs ocHoBe 6porvr{ienoJlo}3ofo cI,IHel-O 20-30o/o.
il

tr{rrAura1opsr 
: 
naponoft crqpl{nu3itupll4 xtltvlll'Iec',rfle oAHopa3oBbIe cBpl'lH

<<I,lurec..I]>> npel]r-lr"iil3JirrtoT co6ofi lnpxlro'yroJu;Hbre DorjooKLI 6yltaxuo*nJleHc)tltToro

ocHoBarIIj{ c HlHr.:ueHHbrM na rrelo AByMt rlaeTHbllvrpI }de'r'KilN'Ig * I'iHAttKalo[)I]ot'"1

MeTKOI-"1 l.{ 3JIeN,reHTO},1 CpaBHeHI'It. I

LIrrAr.r tiilrclp Ha.fl K [r l't I :l 0st4 i] H.s o o cro Hir I'l 3 :

L l-Ioru.rrvrepH{i:! cr*s;,r** o,il 
'c,iru*e 

IToaLIcrl,po na - 50o/o.

2, llnrueur - 5(j'rrir, c.fiLr]'t!rll.lU{iI:

- HpirpaT aMMr)l'lllfl l5^25%; 
i

- cynrci arvrI,IH(rl;ftii Kucflorbl 5+L070;

- Ar4orclrla'"rf*'z1Ha - 20 -300/o 
;1,

- KpacHrerb t'rit octloBe 6pon'rr$enojloBoro ot'{Het'o 20"30Vo

lluAuxaropr,r i naponoii
(d)apMare0T)) IlpeADl'aBrtror

crel)HJII,l3i:luz.H xI4Ml4ltec!(I{e
t(

co6or,i flptMoyl'oJll.Il til€ noJlocKll

oAIr

EiE

\';

6yrvla
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t
i

fi uBeTHbIA,lt4 MeTICAMH - titrlpil(A'):op1-ioti

II.1crlTporIzl - 60Vo,

orbr I0-20%;

oro cr4nero I0-207o.

ocHollelHl4fi O Ha lftl t llfl..trySSS ,nKyltfrB EfltTtltr'IM1'l {'4eTf{ilft4trl -" l"tl't,$ttHri'l'Opllnl:t
uetxofr H ).rreMqtt..Htltr,i cpanne.nrln. i

HuArrraropHar t6$ COCIO?IT I,I3:
]. IlonHsrlrtpr*Sn cBrsrclr - jlo/o.
2. fIurrureH'r - cocrorlull'fl.I:
- nHTapHoH 20-40%;'.
- Harpr.reBofi iudnr txrapnofi rcit{clorsl r0-20%;
- Ar4(JKCltAir n:*-20-40Vo;
' KpacureJru n{ ocnoue 6povr,xpes onon rrii s er elrbrui I 0 .20 o/ct 

.

IllHAprxa'roplr Aaponofi crepzrtr't3aqldu xI4MLIttecxI4e oAr'IopasoBble cepll1a <Bruap-
6 tcnacc>> npeAerfrdfi{FoT co6ofi trrprMoyroJrbHbre [oJIoot(].I 6yvtancHo-rIIIeI-roquoro
ocHoBaHH.[ c FraHs6r;{r{r{f{ HA H€Fo AByMt qBerrurMr.I MerI(ar,IH - Id:r-]Jr[tl(ll'ropnoti

il
verrcoii r,r greMertTo

l4HAsxaropnar rcoM oAT nsi
l.Ilonuorpr.rp 65%,
2. flurues'r - 35Vo, cocronrrlldPi :

- x.ap6o uoeofi lruasenenofi) icltcnorul
- xanxeeofi co{rri rr1aBeneBoii $raclorr,l
- AHoKcI,r.4a r:+i3t r"rri - s.tfl fq;
- Kpacl4Tem ruri ourore 6pourpe3onoBblii se:resufi 10"20o/a'- Kpacr4Telb ljttt

1

t

lzlH4lrrarop;r Boro o6elsaprurctrBdntrfl xI.iMuLJecKIis oAlloptt3oBbre copplPl

<<CasI4C> flpeA$Tfl4 co$ofi'[pr{MoyroxElrbre IroJrocKH llJreHotJHofo ooHoBaFIt'Ifl c

ilMfi rvterxaMl4 HH"I(HI(elropHoi'i n'terrol'i u
oHEI HH,4l4r(aropbl I'lMeror lunxnii cloIl,

III4Q'I'l4Pona - 5570 '

- Hptrpar a )3-20Vo; i

- cylrrlana H!:*JrfJtrbI ?5-35'{#,;

20-50%;
l0-407c';

ri{*tt8J!Y

25o/o.

Au4peen
I eu e p a:tr rturi,rr. r;ctrl,{t Et*F,
OOO (HIIO <BIiIFIAFn

-.[]IoKcl{Aa'$'ri'.4p4 QfE;;
- r(pacnreJrb il4 doH n*v,rr$

lir;lr iX
{} ililllCl'0
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WC DECN,ARATTON SF CONFSTTV{SKV
I\{ANUFACTUITEIT DIA.PITO DIAGNOSTIC RIOPITOtsES S,R.L.

VIA G. CAITDUCCINO 27 _ 20099 SHSTO SAN
CIOVANNII (MILANO) _ ]I'ALY

I'RODUCT JtIBs ,r\g orte \/
CODES: SAG

SAG]
SAG]
SAG ]

SAG]

el'sion ULTITA
I ULTRA.CIi) (1 92 tcsts)
I-IL,TRA,CE.96 (96tests)
ULlltA, CE,480 (480 tests)
ULTRA,CIl,960 (960 tests)
UL.TRA,CU.DB ( | 92 tests)

CLASSITICA1IION ANNEX II. LIST A
CONFORMITY ASSESSMENT ROUTI' ANNEX IV

W[, HEREBY DBCLARE THAT THE ABOVtr MBNTIONBI)
PRODUCT MtrETS THB PROVISIONS OF'THE COUNC'IL

DIRECTIVE 98/79/F,C
FOR IN VITRO DIAGNOST]C DEVICES.

GlC) CBRTTFTCATE(S) FU[,L QIJALITY ASSUITANCE SYSTEI\4 N.
2003 12 0388 CT (in accolclarrce rvitlr Annex IV -
except Section IV) of the Direetive 98l79lEC),
REI,EASED BY EC NOTIFIED BODY N" 03I8
DESIGN CERTII]ICATE N" 2OO8 T2 0588 I]D
REL,EASED BY I]C NO'fIF'IED BODY N' 03I8
UNE EN ISO 13485 N' 2013 1 r 0039 llN,
ITEI-.EASED BY EC NO'I]FIED BOD\/ N" 031B

SESTO SAN GIOVANNI TI\4I) - D]]CEI\4tsER 20 I3

tii*lTiro'3]

Dl A. P RO Dtagnostlc BloproDes S. r i,
Secle legale e lab.: Via G.Catducci, 27 - 2(t099 Sesfo S.Giovanni (Ml) - ltalia

Tol, +39 02 27007161/6450, Fax +39 02 26007726 , ht[p://www.diapro.il , E-nail:

lli:\ ri

"")

NOTIFIIID BODY AEMPfi - n" 031B

PLACD & DAEE OF FIRST ISSUE I\4ILANO - DECEMBER 20O8
PI,ACD & DATE OF CUIIRDNT
EI\,ilSSION
SIGNATURD
Legal Represcntative
Dr'.ssn Fiolcnza Scozzesi

Capltale soclale €50.000,00 lV. - P.IVA: 'l 1924660159 - Reg, lmp. 11924660159 - REA 1509959



EC DECX-,AR.ATXON OF' CSNFORVSXTV
MANUFACTIUIIEIT DIA,PRO I)IAGNOSTIC BIOPROBITS S,R,l..

VIA G. CARDUCCI NO 27 .20099 SESI'O SAN
GIOVANNI (MILANO)'_ ITAI,Y

PITODI]CT HIls Ab
CODI?: SAIJ.CE (96 tests)

CLASSIFICATION ANNEX Itr _ LIST A
CONFOIIMIT'Y ASSI}SS]\{ENT ROUTE ANNEX I'V

WE HDREBY DE,CLARE THAT THtr ABOVD MENTIONIII)
PRODUCT MEETS THE PROVISIONS OIi TH[, COI.]NCII,

DIRDCTIVE 98179IEC
FOR IIT VITRO DIAGNOSTIC DEVICES

MILAI..IO - JANUAITY 2QO4

SIGNATUITtr
Lcgal Iteplesentative
Dr'.ssa Iiot'ertzn Scozzcsi

l-ttsuTit ot-n

D lA, P RO Diagnostic EioproDes S. t./.

Sede legale e lab.: Via G,Carducci, 27 - 20099,Seslo S,Glovanni (MI) - ltalia
16l. +39 02 27007161/6450, Fax +39 02 26007726, http://wwwliapro.il, E-nrai| info@cliaproit

CaDltalesociale€50.000,00 1.V.-P.lVA: 11924660159-Reg, |nlp. 11924660159-RFA1509959

//uo

'g"#

NOTIFIED BODY AEI\4PS - n" 031B

(trc) CERTTFTCATE(S) c PUI-L QUALITY ASSURANCE SYSTEM N"
200312 0388 CT (in accorclancc u,itlt Antrex I\/ -
oxcept Sectiort IV) of the Dilective 9Bl79lEC),
RELNASED BY EC NOTII?II]D BODY N' 031B

o DESIGN CEITTIFICATII N" 2003 l2 0390 ED
RET,EAS;ED BY EC NOTII?IED tsODY NO 0318

e UNE EN ISO 13485 No 2013 1l 0039 EN,

I{ELEASED BY ]]C NOTIF'IED BODY N' 0318

I'[,ACE & DATE OF IIIIIST ISSUE
SESTO SAN GIOVANNI (MI) - DECIIMRIIR 2013PLACE & DATE OF CURRE.NT

trMISSION



ilia. Fr*
g n**tie

ffi lo bes

ffi,C DtrC{,ARAT'ION OF CONF'GRA,flST'V
MANUFi\CTUREIT DIA,PITO DIAGNOSTIC BIOPROBES S,R,I,,

ViA G. CARDUCCI N" 27 _ 20099 SESI'O SAN
GIOVANNT (MII.ANO) _ ITALY

PROT'UCT HBc Ab
CODE; IICAB,CII' (96 tests)

CLASSIFICATION ANNEX II - LIS'| A
CONFOR]VIITY ASSESSMENT ROUTtr ANNEX IV

WE HEREBY DECLARE TIIAT THE ABOVE M[,I{TIONU)
PRODUCT MtrETS THD I'ROVISIONS OF TFIE COUNCIL

DIRECTIVT, 98179IEC
FOR IN VITRO DIAGNOSTIC DDVICIIS.

sEs'fo sAN GIOVANN] (Mr) - DECT]MBER 2013

SIGNATURE
Legal Representafivc
Dr'.ssa Fiorenza S cozzesi

l-nr'\rTtrl2orl

DIA.PRO Diagnostic Bioltrohes S.r.l.
Sede legale e lab.: Via G.Catducci, 27 - 20099 Seslo S.Gioya nni (Ml) - llalia

7-e/, +39 02 27007161/6450. Fax +39 02 26007726 . hltp://www.cliapro.tt , E-ntail: irtfo@cliapro.il
Gapitale sociale €50.000,00 l.V, * P.lVAl 1 1924660159 - Reg. lmp. 1 1924660159 - REA 1509959

r :!ti-'' 'r jJ

NOTITIED BODY AIIMPS - no 03 l8
(rrc) cERTrFrcATrr(s) o FULL QTJAI-II'Y ASSUITANCE SYSTEM N'

2003 12 0388 CT (in accoldancc u,ith Annex IV -
except Section 1y; of the Directive 98179IF,C),
REI,EASED BY EC NO'I'IFIED BODY N" 03I8

. DESIGN CERTIFICATE N' 2003 12 0391 EI)
RIII,EASED BY EC NOTIFIED BODY N" 03J 8

c UNli EN ISO 13485 N' 2013 I 1 0039 EN,
REI,EASED I]\' NC NOTII]IED BODY N" 03I 8

I'LACN & DATN OF FIRST'ISSUE MILANO - .IANUAI{Y 2OO4

PLACE & DATE OF CURRIINT
EMISSION



i, ::li ;,,' -

t, :.'.. l:

EC DECI,ARATION OF CSNF'SR.IVSKT-V
MANUFACTIJRNR DIA.PRO D]AGNOSTIC BIOPROBES S.R.I,.

V]A (J. CAI{DUCCIN'27 * 20099 SF,STO SAN
GIOVANNI (MILANO) * ITALY

PIIODUCT IIBc Ag&AIr
CODII: Ht]tr,CD (96 tests)

CLASSIFICATION ANNEX II _ L]ST A
CONIIOITMITY ASSTiSSMENT ROUTN ANNI]X ry

WE HEREBY DECLARE TIIAT'TI_IE AtsOVB MENTIONED
I'RODUCT MEETS THE PROVISIO]\S OF THtr COUNCIL

DIRECTIYE 9BIV9IEC
FOR IN VITRO DIAGNOSTIC DEVICES"

SESTO SAN GIOVANNI (N4r) DIlCtblN4BER 2013

SIGNATUI{E
Lcgal ltelllesentntive
Dr'.ssa Fiorenza Scozzesi

l'--Rerr ftZDoEl

D I A. PRO Diagnostic BioProbes S.r/.
Secle legale e lab.: Via G.Carcluaci, 27 - 20099 Seslo S. Glova nni (Ml) - Italia

fel. +30 02 27007161/6450 , Fax +39 02 26007726 , htlp://www,diapro,il , E-ntail: iuto@cliapro.it
Capitale sooiale €50.000,00 l.V. - P,lVAi 11924660159 - Reg, lmp, 11924660159 - REA 1509959

DEne

//"o

hI#

NOTIFIDD I}ODY AEMPS - no 0318

(EC) CtrRTTTXCArD(S) e FUN-L QUALTTY ASSUITANCE SYSTEM N.
2003 12 0388 CT (itt accolclance rvitlt Attttcx IV *
except Section IV) of tlre Djlective c)Bl79lEC),

RDLEASED BY EC NOTIFIED BODY N' 03I8
e DESIGN CEIiTIFICIATE N'2004 03 0425 IrI)

RELEASED BY EC NOI'IT'IED BODY N' 0318

o UNE EN ISO 13485 N'2013 I I 0039 F.N,

ITE]-EASED BY EC NOTI]iI]]D BODY N" 03I8

MILAI.{O - APITIL 2OO4I'LACE & DATtr OF FIIIST ISSUE
PLACII & DATtr O[ CURRENT
ENITSSION

s
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TON OF COI{F-ORVSXT'

,'1,i,:ii.,
j )1.1',r .t

trC
MANUFACTURtrR DIA,PRO D]AGNOSTIC tsIOPROBES S,R,I,,

VIA G. C]AI{DUCCI NO 27. 20099 SESTO SAN

G rovANNr (M I LANQL_.II a!Y.
PRODI'CT IICV Ab

CODES: CVAII,CD (192 tcsts)
CVAB,CE,96 (96 tests)
CVAB,CE.4B0 (480 tests)
CIVAB,CE,960 (960 tests)
CVAR,CE,Dts (192 tests)

CI,ASSIFICATION ANNEX II - I,IST A
CONFOITMITY ASSDS SMENT IIOUTE ANNEX IV

WD HETTtrBY DECLARtr THAT THE ABOV.tr MBNTIONtrD
PII.ODUCT MEETS THN PT{OVISIONS OII TIIE COUNC]IL

DIRECTIVE 98I79IF.C
FOR IN VITRO DIAGNOSTIC D[,VIC[,S.

FUI,L QUALI]'Y ASSURANCE SYSTEN4 N"
2003 12 0388 CT (in accorclance rvitlt Auttcx JV -
except Sr:ction IV) of the DiLectivc 98179/FC),

I{E]LEASED BY NC NO'I']I.'IED BODI' N' 0318

DES]GN CERTIIIICA]'E N" 2OO3 12 0392 F,D

REi-EASED BY ]]C NO]]FIED BODY N' 03IB

UNE EN ISO I3485 NO 20I3 1I OO39 EN,
ITELEASED BY EC NOTIF'IED BODY N' 0318

MILA}{O - JANI.]ARY 2OO4

SilSTO SAll GIOVANNI (l\41) - DECIEMDER 2013

";i

!

fl{erlTtrlro-El

DIA.PRQ Diagnostic Bloptobes S.r/,
Sec/e /ega/e e lab,: Via G,Carducci, 27 - 20099 Sesfo S. Glovanni (Ml) - ltalia

Ie/. +39 02 27007161/6450 , Fax +39 02 26007726 , htttt://wvvw.cliapo.il' E-mail: info@cliapro,il
Capitalosociale€50.000,00 1.V.-P.lVAi 11924660159-Reg. lnrp 11924600159-REA1509959

AEMPS - no 0318NOTIFIDD tsODY
(trc) c,riRTrrxcArE(s)

TJLACE & DATE OIi FIRST ISSUE
PLACD & DATE OF CURRtrNT
E1\{ISSION
SIGNATURII
Legal Ilcl r'escrrtative
Dr'.ssa Fiorenzn Scozzesi
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EC DECT,AR.ATION OF' COI{FOR.MST'V
N{ANUFACTTJTIER DIA.PRO DIAGNOSTIC I}]OPITOIJI]S S.IT, t,.

VIA G. CARDUCCI N" 27 _20099 SESI'O SAN
GIOVANNI TMILANO) -" I'IAI,Y

PRODUCT HDV Ab
CODEI DAR.CE (96 tests)

CLASSIFICATION ANNEX II - LIST A
CONFORMITY ASSESSNIDNT ROUTE ANNEX IV

WE HEREBY DECLARE THAT TH[, AI]OVE MDNTIONII'D
PRODUCT ME,ETS THtr PROVISIONS OF THE COUNCIL

DIRECTIVE 981'19IEC
IIOR IN VITRO DIAGNOSTIC DI'VICES.

FUI-L QUALITY ASSURANCIE SYSTEi\4 N"
2003 12 0388 CT (in accot'clance rvillt Attnex IV -
except Sectiort IV) of the Dit'ectivc 99ll9lFC),
RE]-EASED BY EC NOI-IFIED BODY N'0318
DES:IGN CERTIFICIATE N' 2003 l2 0393 lrl)
RL]-EASED BY EC NOTIFIED BODY N' 03 ]I]

UNE EN ISO 13485 N' 2013 i I 0039 I1N,

REI-EASED BY EC] NO"|IFII]D BODY N' 0318

l-RcilTlzpor3l

Dl A.PRO Diagnoslic Eiolrrolres S.r,/.
Sede/ega/e elab.: ViaG.Carclucci,2T-210099 SesloS.Glovatuti (Ml)-llalia -

Tel, +39 02 27007161/6450 , Fax +39 02 26007726 . http:/lwww.cliaprc.it , E-ntail: info@cliapro.il

/orE.

rl
rJ

t?

AEi\4PlS - nn 0318NOTIFIIID BODY
(EC) CERTTFTCATTIi(S)

PLACE & DATtr OF FIRST ISSUE MILA].{O _ JANUAI{Y 2OO4

I'LACE & DATE OF CURRENT
EMISSION

SESTO SAN GIOVANNI (r4l) ._ DECIEMBER 2013

SIGNATURE
LegalRepleseutative
Dr',ssa Fiorcnza Scozzesi

Capitale sociale €50.000,00 l.V. -P.IVA: 11924660159- Reg. Intp. 1'1924660159 - REA I509959



HC DECLAR.ATXON OF CSNF'OT{V{{T'V
iUANUFACTURER DIA. PI{O DIAGNOSTIC BIOPROBES S.R.L.

VIA G. CARDI.JCCI NO 27 _ 20099 SIIS]'O SAN
GIOVANNI (MTLANO) -' ffAt,Y

PRODUCT Chlainvdia Trachontatis IgG
CODE: CTG,CD (96 tests)

CLASSINICATION ANNEX II _ LIST B
CONFORMITY ASSESSMENT ROUTE ANNEX IV

WE HERDBY DECLARD THAT THE AtsOVD MITNTIONDT)
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL

DIRECTIVE 98/79IEC
FOR IN VITRO DIAGI{OS'TIC DIIVICES.

tR."'llt 0-t3;l

D I A. PRO D iagtlostic l3ioprcbes S. t./.
Sec/e /ega/e e lab.: Via G.Carclucci, 27 - 20099 liesto S. Giova tuti (Ml) ^ lhlia

Tel. +39 02 27007161/6450 , Fax +39 02 26007726 , ltltpt/www.diapro.il ' E-ntail: fnfo@cliapro.it
Capilalo sociale €50,000,00 l.V. - P.IVA: 11924660159 - Reg. lmp. 11924660159 - REA 1509959

NOTIFIED BODY AEMPS - no 0318
(EC) CERTIFTCATE(S) e FUI-L QUALITY ASSURANCII SYSTEIvI N'

2004 05 0442 C'f (in accot'dartce q'itlt Atittex IV -'
excopt Section IV) of the Ditective 98179/E,C),

RELEASED BY EC NOTIF]ED tsODY NO 03I8
e UNI EN ISO 13485 No 201 3 1 1 0039 EN,

RELEASED RY EC NOTIIIIED BODY N" 031B

PLACE & DATE OF FIRST ISSUO MILANO - MAY 2OO9

PLACE & DATII, OF CURRENT
DMISSION

SESTO SAN GIOVANNI (i\41) - DECIiI'V1BER 20l3

SIGNATURO
Legal Replesentativc
Dr.ssa Fiorenza Scozzesi



EC DECLARA.TTOF{ OF' CONF'OR1\i{{TV
N,IANUFACT{JITER DIA.I?RO DIAGNOS'IIC BIOPROB]]S S,R. I,.

V]A (J. CAIU)UCCI NO 27 - 20099 SESTO SAN
GIOVANNI (MILANO) _ ITAI,Y

PRODUCT CMV IgG
CODE; CMVG.CE (96 tests)

CLASSIFICATION ANNEX II - L]ST B

CONFOITMITY ASSDSSMENT ITOUTtr ,ANNEX IV

WE I{EREBY DECLARE THAT'THE ABOVE MENTIONTOI)
PRODUCT MEETS THtr PROVISIONS OF THE COUNCIL

DIRE.CTIVF. 98179INC
FOR IN VITRO DIAGNOSTIC DEVICES.

SI]STO SAN GIOVANNI (MI) - DEC)I]I\4BER 20I3

SIGNATURE
Legal Rcpresentative
I)r'.ssa Fiorenza Scozzesi

l-Re\xTnDoR I

DIA.PRO Diagttostic Bioprobes S.r.l,
Sede /egale e lab.: Via G.Carclucci, 27 - 20099 Seslo S, Glova nni (Ml) - ltalia

Tel, +39 02 27007161/6450. Fax +39 02 2600772ti , llttpilwww.clialtro.il . E-ntail: info@cliaprojl

NOTIFIED I}ODY
o FULL QUALITY ASSIJRANCII SYSI"EN4 N"

2004 05 0442 C'l (in accoLdartce ivith Attttex IV -
except Section IV) of the DiLective9SlT9lli'C),
RELEASED BY EC NOTIFIED BODY N' 03 i 8

e UNI EN ISO 13485 N" 2013 I I 0039 EN,
ITELEASED BY EC NOTIFIED BODY N' 0318

(EC) CERTTFTCATE(S)
AIIMPS - no 0318

MlLr\l{O - MAY 2004PLACE & DATO OF FIRST ISSUE
PLACE & DATE OF CI]RRENT
EIVIISSION

Capitalesociale€50.000,00LV.-P.IVA: 1'1924660159-Reg lmp. 11924660159-REA1509959



EC StrCLAR.ATIOI\ OF' CONF-ORV{XTV
I\{ANUFACTUIU4R DIA.PRO DIAGNOSI'IC BIOPROI]HS S,R.I,.

VIA G, CAI{DUCCI N" 27 - 20099 SESI'O S;\N
ctor/ANNt (M|LANO) _ II'ALY

P1IODUCT TOXO IgG
COlllE: TOXOG.CII (96 te.sts)

CLASSIrICATION ANI\IEX II _ LIST B
CONFORMITY ASSESSMENT ROUTE ANI{EX IV

WN HEREBY DECLARB THAT THE ABOVE MIINTIONIII)
PRODUCT MEtrTS THE PROVISIONS OF THtr COUNCIL

DIRECTTVE 98179IEC
FOR IN VITRO DIAGNOSTIC DEVICBS.

FULL QUALI'|Y ASSURANCE SYSTI]N4 N"
2004 05 0442 CT (in accot'dance witlt Attuex lV -
exc,ept Section IV) of the Direotive 98/79lEC),
RELEASED BY EC NOT'IIIIED BODY NO 0318

UNII EN ISO I3485 NO 2013 I1 OO39 EN.
RELEASED BY EC NOTIFIED BODY N'03I8

Diagnoslic Eioprobes

l$@

Sede /ega/e e lab.: Via G.Carclucci,2T - 20099 Seslo S.Giovanrti (Ml) - llalia
lel. +39 02 27007161/6450' Fax +39 02 26007726 , http://wvvw,diapro.it , E-mait info@clia1:ro.il

Capitale sctciale €50.000,00 LV. - P.IVA: 1{924660159 - Reg. lmp. 11924660159 - REA 150995s

AEMPS - n" 031 8NOTIFIND I}ODY
(EC) CtrRTTTrCATE(S)

PLACE & DATE OF FIRST ISSUE MILAI\O - ]\4AY 2OO4

PLACE & DATtr OF CURRENT
EMISSION

SESTO SAN GIOVANNI (MI) - DECEI\4BEI{ 2013

SIGNATUR.D
Legal I{cprcsentntive
I)r.ssa Iiiorenza Scozzesi

l'-tt""rTtr/rot3l
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I,IINISIERIO
OE SANIDAO. SERVICIOs SOCIALES
E ICUALDAD

CERTIrICADO CE DE SISTtrMA DE GARANIi.,\. nn CALIDAD'f(11'AL
de acuerdo cott el Atrexo IV (excepto prttrto 4) tle la Directiva 9W79fl4C

EC FULL QUALITY ASSU]UNCE SYSTEM CEIITIFICATE
in nccordrtnce x,ith Annex IV (except: Secliort 4) rtf Directive 9B/79/EC

P,RORRO G Al EXTENSION Fecha iniciaV-Iiric i ol d n tet |1 I l2n0a3

Para los rodnctoslFor the

Este certificaclo debe ir acourpaii4do pol cerlifroados de rexallsll de disefio: SI
This cerlificctle ilillt lte accontpcltied by design exanination cerli.fictle: l'E'S

Este certificado es consecuencia de la auditoria del Sisterna Cornpleto de Gat'antia de Calidad y del exatnett

cle la clocumentaci6n t6cnica contelida en el expedietrl:e No 2003 05 0240, y gat'atttiza que los pt'octuotos

descritos cuurplen los requisitos de la Dilectiva,
This cerli./iceie is isstrcrl on lhe ,full qtnlity qssuroilce syslem rurclil, nd tlte exetniiloliotr o/'the tecltttical

cloctutrctttatiort cotrlctinecl in clo,ysier N'2003 05 0240, oncl gtmruntees llwt ilrc desuibecl producls.[ullils the

req u i renen I s oJ" th e D i re c t it e.

Madrid,27 de noviernbl'e de 2013

,ffi 
frS$HH =SHGd\tlf .t

SS1{i LA DIRECTORA,
Bel6rr Sdrtchez Crespo-Eznat't'iaga

ORGANISMO NOTIFICADO 0318llo-RREo ELedTRdNrco-_l

0n0318@aemps.es

c/ 0Al,4PE

28022 lilADRlD
TEt;902101322
FM: 91 822 (i2 89

Fecha plimerapt'6rt'ogtt/ Fitst extensi<5n clctte: 04I/1212008

Cerfificarlo N'lCertirficnte N" [eclta de va,liclez/Date of wliditlt ON N"/ N]l N"

2003 12 0388 CT Desde/Frontt27tl1,l20l3 rrastatro 2617112018 0318

favot' de /Ill
F 

^b 
rtutnlplMlury!fulltlv !:

Nonrble/try'o me: Dia" Pro Diagnosfic Bioprobes ll't'.1.

Direcci6rr/,4 tltlress: Via G, Carducci, 27 -20099- Sesto Sarl Giovartrti - Milarro (Italy),

Rcnlesentaute
Nonrble/Ngrle.'
Direcci6n/l ddress:

CategorialCntegot')t: Prorlttctos Sauitariospnru Dicgttdslico itt Vitro/In Vitro Diagttostic Medicul Devices

Gnrpo gendr.ico/Geueric groupz Innmnologla infecciosn I hfecliotrs intrttttttolog'

Tinolll\,aet l4srrecificnclos en Auexos de este Cerfificndo/8rccified irt A!l!!![9! !oJ!]s
Elaborado en/h tlrc
Dia, Pro Diagnostic Bioprobes S.r.l'

Via G. Cnrducci, 27 -20099- Scsto San Giovnrtni - Milano (Italy).

Pdgina 1 de' 1



ill?rriin erlrnnfrln (lir
rr)0dlcrnttiril0, l
l,{{du{los $nltilnrllr

A}IDXO N"IANNEX N": I

CERT'IFICADO CE I}E SISTEMA DTX GARANTIA ON CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva g8,ngnc

EC TULL QUALITYASSURANCE SYSTETI CERTIFICATB
fit acco|tl!ryee xtith Anniex IV (eucept Sectiort 4) of Directive g8/79/EC

PR.oRRo GAI EXTENSI]N Fecha iniciauft rc i al cl a te: lU rzlz003
Fecha rnera ;lr'6r' First extensidn date; 04/12/2008

Pro drrctos/F ro cl ucts t

Plodrrctos Sardtarios de Diagn6stico in Vitr.o. Iisfa A, Atrexo II. Directiv a 9Bl79lEC
No Protfuctos/MProduetst 18. No var.iautes/i/, Varicntts; 46

l. Reactivos y productos r.eactivos para la deteccidn 6 confirmaci6n 6 cuantificaci6n cle nrarcaclores
de irrfecci6n por hepatitis B en muestt'as hurnanets / Rectgents arrcl rectgettl prodtrcls fot, ]e;tecfio1 oy
corfimation or rluautiJication, h lumctn qtecinrcns, of nuu,kers of hupititi,i n infection:

1.1. HBs Ag one. ELISA cualitativo/qqahtritlrte. (Descrito en el certificado de cliseijo No /Desct.ibecl
in design certificate N" 2003 12 0389 ED).

SAGI.CE (192 tests)
SAGl.CE.96 (96 resrs)
SAG1.CE.480 (480 tesfs)
SACl.c.E.gf0 (9 60 tests)

1.2' HBsAb, ELISA oualitativo-cuantitativo/ Etalitcuive-quantitatitte. (Descrito en el certificado de
diseflo,N'/Desuibetl in desigit qerti,ficateNo 2003 L20390 ED),

SAB.CE (96 tests)

1.3, IrBc.Afr, ELIS,A. cualitativo/gusliteilive. (Descr.ito en el certificaclo
desigrt certificate N"200312 0391 ED)

BCAB.CE (96 tcsts)

1,4. HBc IgM" ELISA cualitativo-cuantitativo/4 ualitative-qunttitcttitte, @esclito er
cliseflo NlD,escribed tu clesigtt cer'tificate N"2004 03 anqnO)

de diser'io No/Desct'ibed in

BCM.CE(96 resfs)

feOFR-Ed:zueTRbilm 
_-l

0N318@aenps,es
0RGANlSfrlo NOTIFICAD0 03'l 8

Pfulna I da 5

c/ GAMPEZo, '1 - EDtFtcto I
28022 MAORID

TEL:902101322
FAXr 9 1 822 52 89

Certlficado NlCertificate N" Fechn tle validez/D ate oftuliclity ON N"iNB N"

200312 038B CT D6sde/r'orr 127177/2Ar:- rrastatrq z'lll/z}Il 0318



ANEXO I{"IAI{NEX N": I

CDRTIFICADO CE DE STSTEMA DD GARANTi^q. NN CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98l79lEC

E G FUIL QUA LITY, A S S ARA N(:E S YS TE M C E RTI F I C A TE
(ercept Section 4) of Dlrective 98/79/EC
Feclta hricisV hici a I clat et I7l 1212003

1,5. I{Be Ag & Ab. ELISA ,cualitativo/qualilative. {Desclito en el celtificaclo de diseiio No

lDescrlbed in desigtt certificatd N"2004 03 0425 ED)

IIBE.CE (96 fests)

1.6. HBs Ag Confir'nration- ELISA para Confumation lELISA _for conJirnrclion. (Desor'.ito en el

certificado de disefio No lDesuibed in design cerlificute N" 2006 1l 0511 ED)

SCOIIF.CE (20 tests)
SCONF,CE.40 (40 tests)

1.7. IIBs Ag one Version ULTRA. ELISA cualitativo/4ualitative. (Descrito en el celtifi.caclo de

diseiio N"lDesct'ibed in certificate disefio l/'2008 12 0588 ED)

SAG1 IJLTR A,CE (192 tests)
SAGIIJLTRA,CE;96 (96 tests)
SAcl ULTRA,CE,4 80 (480 tests)
SAGI ULTRA.CE.9 60 (960 tests)
SAG1ULTRA.CE,DB (192 test - fol Dia,Bloorl applicatiotr)

l.B. HBV DNA Quandtation (QT). Real.Tinre FCR cluantitativo/guurtfilalive. @esclito en el

certificado de diseiio No lDeser:ibed in dasign certificate N"20LZ 09 0790 ED)

IIBVDNAQT.CE (50 tests)
HBVDNAQT,CE.2S (25 tcsts)
HBVDNAQT.CE.I00 (100 :tests)

HBVDNAQT.CE;IS0 (150 tests)

ORGANISMO NOTIFICADO 031 8

PAgina 2 de 5

MINISTERIO OE

SERVICIOS
E IGUALOAD

Agencla E6panola do

fiodlcanontos y

Pfoductos Sanilsrios

Fi rsl e.rtensi 6n d a te : 04/7212008

Certificatlo N'lCertifcate No Fecha rle vanidez/Date of validity ON N"rV, N'

zfiffi 12 0388 CT Desdetltrcntz 2711112013 Hastatro 2611112018 0318



ANEXO I]"IANNEX N': I

CERTIFICADO Cs DE SISTEMA DE cARAllriA un CALIDAD TOTAL
de.4eueldo con el.Anexo trV.(excepto punto 4) de la Directivn 98f9fiC

BC FT]LL SUALTTY ASSUMNCE SYSTEM CERTIIIICATE
ln accorilnrce.iu:ith AntrexIV (exceptsection 4) of Directive 98/79/EC

PRoRRO G NEXTENSION Fech* hrlcl r l//,? ic io I d a te t ll I 12 | 20{3
rnern Dr:6tragal First extensiLn date" 041t212008

Z, Reaotivog y procluotos reactivos para la detecci6n 6 confiluaci6n 6 cuantificaoi6:r, de uraLcado|es

cle infecci6n po1hepatitis C, en muestras hurnanaV Reagents ancl reagent products.fot' clelecliott ot'

cottJirntcttiorior qnintiJicotion; fu httntan speeintens, of nwrkers of hepatilis C hfectiott.

2.1. HCI/ Ab. ELISA cualitatiVo/ry uqlita1hie, (Descrito en el certificado de diseiio Nol Described in

de.si'Sn aet'tifr cate N' 2003 12 03,W ED)

CVA&CE (192 tests)
CVAB.CE.96 (96 tests)

CVAB.CE.480 (480 tests)

CVAB.CD.960 (960 tests)

CVAB.CE,DB (192 tests 'tr'or Dia.Blootl applicatiott)

2,2. HCY Ab Colfirrnatiol. ELISA <le csniinnaciln/ ELISA for confrnrafiort. (Descdto en el

certiflcado de cliseflo NolDesrribetl ih desigrt cetlificate N" 2005 09 0485 ED)

CCOIIF;CE (12 tests)

2.3. HCV IgM, ELISA cualitativo.cuantitativol qualitative-Euntitalive. (Desclito en el cettificado

do disefro No/Descr'ibed fn desiStt'eertlficateN' 2007 09 0532 ED)

CVM.CE (96 tests)

3. Reaetivo$ y productos reactivos para la detecci6n 6 confimraci6n 6 cunntificaci6n de

de infeccl$n poi hepatitis D en mugstras hurnanas I Reagent and reagenl products.for

cotlfirnntiorf or cluantiJicatioir, irt hutntut spec[nrcns, af ntorkers of lrcpolilis D infecli. NE

3,1. HDV Ab, ELISA cualitativolqualit1liye, (Descrilo en el ceflificado de di

design certificate Np 2003 12 0393 ED)

DAB.CE (96 fcsts)

MINISTfRIO
SERVICIOS

ORGANISMO NOTIFJSADO 03'I8
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E IGUALOAD

Agencla Espafiola de

Llsdicanlontos y
Productos Sanllarios

Certificado NlCertificate N" Fechn de validez/Date of validity ON No/.tVi N'

2003 1? 0388 CT Destle/Frara'!,27fl1'l ;013 rlnsta/?b 2611112018 0318

,t

t
--\



ANEXO N'IANNEXN": I
CERTIFICADO CE DD SISTEMA DE GARANTIA DO CALIDAD TOTAL

rle ae.uertlo cotr el Anexo lV (excepto puut'o 4) de la Dil'ectiva 98l19lEC

EC FULL QUALIW ASSARANCE SYSTEM CERTIFICATE
ini, nccorrlnnce with Annex IV (ercept Section 4) of Directive 98/79/EC

PR6RRO GN EXTENSI ON Fech n iniq iav In i c i a I d a te t 1 t I 12 | 2003
Feclta First extens i6n da t e : 0411212008

3,2 IIDV Ag. ELISA cualitativo/4rtctlilotive. (Descrito en el celtificacln de diseiio

NolDescribed in design certifcate N" V003 l'2 0394 ED)

DAG.CE (96 tests)

3.3 HDV IgM. ELISA cuatitativo/qualitative. (Descrito en el certificado de di.seiio

No/Derciibecl in desigtt certiJicoteN" 200312 0395 ED)

DIM.CE (96 tests)

3,4 HDV RNA Quantitntiolt (QT). Real-Tiure PCR cuantitativolr4untitotive' (Desct'ito ett

el pertificado de disefro NalDescribed in desigtt eerti.ficute N"2009 1l 0660 ED)

DRNA.CE (50 tests)
DRNA.CE,25 (25'tests)
DRNA.CE.I0 0 (100 tests)
DRNA,CE. 150 (150 tests)

ReactiVos y ploductos rqactivos pal:a la detecciOtr de matcadotes de infeccidn por HTLV I y II' en

muestras irugranas/ Reagefis an{ rcngent produels for the detectiott ot' co4firmalion nnd

qttuttiJication in lmnon specinens of tnarkers of HTLIzI nnrt II infectiott

4,1 HTLV I & |t Ab. ELISA cuaiitativo/4tnlitcttive. (Descrito en el certificado cle diseiicr

NolDestibect in desigtt certifcttte N'2005120493 ED)

HTLVAB.CE (192 tests)

H1XVAB.CE.96'(96 tests)

HTLVAB.CE.4 80 (480'tests)

HTLVAB.CE;960'(960 tes ts)

I'/INISTERIO DE

SERVICIOS
oRGANlsMo N0TlFlcADo 0310

P&lna 4 de 5

E IGUALDAD

Agencla Espaflola de

Modioamontos y
Productos Sanllarios

Certillcnif o No I Certilicate N" Fccha devalidez/Date of vctlidity ON N"/NB N'

2003 12 0388 CT DisrtetaroncTlflll2ll3 nastn/?o 2611712018 0318



ATIEXO N"IANNEX N": I
CERTIFICADO CD DE SISTEMA DE GAITANTiN NN CALIDAD TOTAL

cle ncuerdg eor el Arrexo IV {excepto purtto 4) de la Directiva 98l79lnc

E C' ]T ULL QUALI TY A.S S T] M N CE SYS TE M C E RTI FI C A TE
irt uceordrtilce wlth Annex,IV (except,Seetion 4) of Directlve9S/79/EC
PR6RRO G N EXnE NSI ON Fech R, lnic ial4 I n i c i u I d a r e : 11 I 12 I 2003

Fecha Firsl extensiin dale: 04117212008

4.2 HTLV I & II Ab Versiolr ULTRA. ELISA cualitativo/4uttlitntive, (Desclito en el

celtificado de disefio l,{elDesuibed in desigtt cetliJicate N" 20ll I I 0775 ED)

HTLVAAULTRA; CE (1 92 tes ts)
HTLVABULTRA.CD.96 (96 tests)
HTwAB ULTRA.CD-.4 80 (480 tests)
IITLVABULTRA.GE. 96O (960 tests)
HTLVABULTRA.CE. DB (192 fests-Foti Dia. Blootl applicntflon)

5 Reactivos y produotos rcactivos para la detecci6n de matcadoles de infecci6n pol HIV I y 2, ett

rnliesJr'fls ihqrnaflas I Reagents and reagent pfoduct,t fa' lhe deleclion or confintrctliott ot'

quontiJieqlion, in huntan speeiuprls, qf uarkenv of HIY'1, and 2 i4fecliott.

5.1 HIlb & Ag ELISA cualitativo/4unlitativc, (Desclito en el certificado de diserio No/

Descr;ibed in certiJicate dedisefro N"2008 02 0539 ED)

MOMB.CE (192 tests)
IVCOB4B.CE,96 (96 tes ts)
MOMB.CE. 480 (480 tests)
MOMB.CE. 960 (960 tests)
MOMB.CE.DB {192 tests "ForDia, Blood applicntion)

Este certilicfldo amparn todas las mar.sRs de estos prodtrctos incltridas por el fabt'icatrte eu stt

declara ci6n de conforririelad,
the ntanufucln'er in his

I/INISTERIO DE

ORGAN]SMO NOTIFICADO 031 8

Pfulna S de'5

SERVICIOS
E IGUALDAD

This certficqte covers all n'adenarks a,f these prcducts included by

d e c I 0 re t i o tt of co r 1fo r n ity.
Mndrdd,27 de rroviernbre de 2013

lsMo r{gEFfiiftiltroRA,
Be[6n Crespo Sdnchez-Eznallia ga

A0enclo Espanola do

tilodlcamontos y

P.oduclos Sanllarlos

Certi{icaclo NolCertiJicate N" Fecha de validez/Date of validi6t ON N"/NB lV"

2003 12 0388 CT DwdetFroutt}TltllzltS Hasta/?o 261fi12}fi 0318
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