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Avantor Perfofrlnance Materials Poland S,f., reg. No. 00000'10108 who is an established

manufacturer of Hematology- Reagents, $tains, Controls and Calibratgrs and products for

Date: March 1tl, 2019

Histology locatpd at:
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herewitl-i confirfns that:

(Products) in Moldova
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We declare thdt we will supply the Producfs.for the needs of tenders'
We declare theit we will supply the Producfs for tenders with warranty

hematology/histology rea$ents and controls

as per the ,\vantor

Fudhermore l.M Global Biomarketing Cro{O is dtlly entitled to:

' Register, piomote, offer, negotiate prifes and sell our Products in Moldova;
. carry outthe rbquired producttrairring !f the medical and technical personnelwho will use

these OrodlLrctS.'
I 

ting Group have been duly trained and areting Group have been duly trained and are
consulting, sales, maintenance and training.

in$ Group is acting in its own nam,3 and on its
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Herewith d

ce Moteri*ls. Fa.lcnd S

vitro located ati

Reagents
Diagno.stio M
This deolaration

itJil of ListA and Llqr

This declaration
on the market b

all.the IVD mer
on or after thd

The products
subject to self
This declaratir

Anna Szuba
Quality Direr:tor

Declarat

Potand S.Ai.

of

J.T.Baker label, ly with the ln Vitro
th6 rsquir,,ements of I 13485 $tandard.

the 1 Vitro Diagnostic cal Devices,
llof the tVD Direc 98/79/EC but are

described abovo which are placed
anrl-Which bear th CE marking
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Procl, no, Proclrrct I l)rr. l< sizc
ts for diluting,and lVs.irr

3961 Dilui(1]-Nr l0t) PIus 20 liter
3954 Diluid 590 20 lite L

3969 Diluid (r10 20 IiteL

3430.901 0 Diluid Abncus 10 ji ter
i4:\0.9020 Diluid A I aclls 20 )irer
3996 Diluid r\C 900 20 ter
3996 901 OPC Diluid .,\C 900 1 0 liter
jtt-|6 9A20PC Diluid r\PR 20 IireL
3957 Diluid;\2ide fLee 20 )iret
3 9s8 Diluid Azide free 1 0 liter
3963,9410 D trc IIl Dirf 10 lirer
3963 Diluid I1 Dirf 20 li tcr
397 4 Diluid ]il f)i Ff Seaccontainer 20 litcr:
1459 9420 DilLrid EL,na 20 liLcL

3483,9020PC DilLrid Nlt .20 )ircr
439 9020PC Diluid lvlindrav 20 lirer
832.9020 Dilrrid SLrcath 32A0-4000 20 Iter

391 6 DilLLid ST 1600/2000 20 li tcr
3496.9020PC Diluicl l\,1 20 lireL
3495 901 (]PC Slrcadr D 1 0 Litcr:

1826 Shcath Flliid 3000/3500 20 litr:t
1826,5i)0i) Shcrrh Irluid 3000/3500 ) lirci

827. s000P( LrucoLysg 5 litcr
998 lN-free Li'se Diff AC 900 5 liter'
)744 | CylvlctTu 000 CN flee 5 li ceL

3773 5U00PC lCt,lvfcf 4500 CN frcc 5 Iitcr:
i824 . lcyt\tcr 3000 10 llrer
3823, I 000 C1'b,te t 3200 CN frce I Lrtel

i 825 Cylt,Ie r 3500 CN iLce 5 litcr

20

20

I
!
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3839 5f)00PC CvA'Ier 3-5 0 5 liter
391 5 JyA'Ict 530+ CN free I 0 liter
397 | ylt,fer.59 CN free 5 litel
3910 ylt,tct 610 CN frcc l0 lircL
3911 CvN[et 61 CN free 5 lito
39 1ri.5000 CyNIet 9000 CN free 5 litcr
34.31 , l 000 CyMct Abecus CN Flce 1 litcr
3444,1 000PE Cyl,Ie t Abacus EO l lt tcr
3445, L000PFl Cytr,le c Abacus B:rso I Lire I

3 477.0500 Pll 9: APR CN frcc 500 nri
3478 1 000Pll yl\4et APR EO I li rcr
3479 1 000Pll CyN,[cr r\PR Raso Il 1 UreL
3755 y\4ct ,r\utornatccl 5 litcr
37 5l Cl'l\{ct Autonra rccl 500 nrl
I 780 3yl\fct Autorrhted CN Frce 1 Utcr
3460,0500 .-yNIct ELritl 500 ml
3841,1000PE lylt'fe r FIl2 CN Frec I liter
3842.1 000 EO Reecent Autocounter l I teL
3853.1 000 Cylvte r Il2 1 lircr
3968 Cvl{er III )rff I liLcr
3964 lyl{ct III Ditf 5 liter
3912 1000 CyA,fcr,lII DiiT CN tre c I litcr
3912 5000 Cl,lVIct lII )iff CN Frec 5 liter
3740 0-s00 CyMe t l(X Cr.\ Free 50t) ml
3852,1 000 CyA,let A,licio I LireL
3852 0s00 C)iMe r N,licro 500 nrl
38 s 7,1 000 -yA{cr ArfJcro CN frce 1 Litcr
i857.0500 3yN{cL tr4iclo CN tr cc 500 ml

3863. r 000 llll(:t L's

3440,0500P11 r[)[) rrl
3441.U500PE lC),'Vlcri\[irrdral 500 nr l

348U.50{;OPC lCr'\'lcL SIr Brso 5t-

3481.5000PC lCvl\'le L SF Dilt 1 5I ,

3482,051r0PE lCvl\,ler SF Difi2 500 ml
3175.1000 lCyi\,lcL S'r 1600/20U0 I ilrcl
3759.1000 lCyi\'lcr 51' 160t)/20ir0 CN flc I irtcj

759:5000 ytr4cr ST 1600/20C0 CN frcc 5 Ircr
788 yI,Ict S'fX/S'1'l
)19 yN'lct S'l X/S'l'1 5t

34tJ4,l000Pll lCvh4cr Nlt Jll I litcr'
486:l000Pll lCv\'tcr t -rtll III. CN Iircc I lirur
485.100UP8 lCyr\4cr Nl{ \r I iltef

497.0500P1i lCyitfct lrlFI CN Frct 500 nrl

3489.1000PI1 lCvlvtctNiBr\ tc

3487.1000P|l I ClA,tct it4DfI) Ll tcl

3488 0500PE Cytr,fct A4D(TT) 500 nrl

3011 LyzcL Cllobi nt rt 5r

169 L1'z.crClobin l5 nrl

7't 1 I-.t'zerClobin PC,l |5 nrl
114 l,1 zcrC,'lobin I I t) II
850 I-r'zo Glr,l:irr N c |5 Lrl

llcaners
3 766,0500 DcrcctoJ'crttc 500 rll
37 63 DetectoTcrgc 5 lircr

31 66 De tectoTerqc I liter
3940 ProClcrnrM 5 li rei
3768,1 000 Pio(lle an 1 L nricLos
3867.1 000PF) ProClean llxtra '1L rricros
3862 1000 Plr(llcrLn l',x tr r I iircr
3862 5000 Pro(-lcnn ll,xtla .5 I

390 l PLoClcan Plus l0t) rrl
3902,0100PI:l Pr,rClc;rn (lD I i)0
3432.5000 Pi oClean A bacLrs 5 litcr
3946 Blanl<rrrq SolLrdon Flpb litcr
3941 Blrnliing SoluLion 1 600 / 2A0A lr tc
\911 [-[1'lrocLrlor irc 0,57" ! Lc:

]9r 7,5000 Jl1lrochl< tc O.Sok c

393(r 1 000 fl \'l)()cJtl()t I lc 5L7n I Cl

3442,5000PE llirrsc i\,[inclr r lrfcl
39r:; llinsing S,,lLrri,.n Ser r,nr,')rt(t(r e

3941 ,1 000PE IllpoChloLire Nll lrlel
3t4 1 .5000PC I I1,p,r(ihlorirc NR lrc

PLoClearr i\,fX5 l-

3938 llBCL1,se tv I liLcr
3938G,1 00OPE RBCl,lse Ci 1 lircr
3939 \X/I3CSt^bijisc r.M 500 ml
3492.0090 llcriCoLrnr l\41-l 6x 15nrl
3493.0500PE ctiCllcaL i\ II-lG 500 nrl
.3493,1 000P8 RetiCllclL ittl IG 1 li
3494.0200PE, hiroPtJr!rr 200 nrl
371 4 csa tt
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li"-oflftf-cont,ot. ,

3721 /3722/3723 8 IrA,JCl Lorv/NoL:nr nll FI ish 8l
3124/3125/3726 8 PA{C Lbrv/Norrrral/Hiuh 2.5 nrl

\633/3634/3635 8 PA,IC I,orv/Nonlal/I-lirrh cxt 2.5 rrrl

3101 /3102/3703 8 PNIC Lou,/Noi:mai/FIish 4,5 rrrl
3922/3923/3924 8 PI,IC L/N,rH SwcJat: 4.5 nrl
37 46 8Plvtc1xL,,1 xN.1 xIl 3x2,5ml
3'747 B PA'IC 4 :x Normal 4 x 2,5 nrl
37,8 BPN'fC4lNorrnal .[ x i] r:rl
37 49 SPlVlC4kl-orv 4 x 2.5 nrl
315 8 Plvtc I x I-. 4 x N. ]x Fl 6 x 2.5 rnl

3734/3735/3736. 3-DiF[ Conrrjol L/N/FI 2;5 nrl
3630/3631/3632 3-DifF Coirrrol L/N/l{ ext 2.5 rrl
3820/3821 /3822 3-Di [f Con rrol L/N /H 4,5 nrl
31 5?, 3-Diff Control 4 x ]-.orv 4 x 2.5 url
37 53 3-DiffControl 4xNorm 4 x 2,5 ntl
i754 3-Diff Control 4 x I-{ish 4 x 2,5 nrl
3782/3183/3784 CA-Diif OontLol L/N/Fl 4,5 nrl
360-t/1608/t609 CA-Di [[ Ciorrtr o] L/N/l l 2 .5 url
3610/3611 /3612 DIA Diff 5 Control L/N/lJ 4,5 rrl

731 /3132/3733 XE,-Dr [f Clontro] L/N/ll 4,5 nri
3693 / 3694 /3695 3Ij-DiftCfnrrcl L/N/ll 4,5 ml
36t3/3614/3615 BC Diff 5 Conrrol L/N/ll 4,5 Lil

rrF:8 F*il&\i l!rlE Mr\1 EUI)\L3

I

3684/3685/3686 Al)\/-Diit ConiLol T,/N/l l 3,.5 ml

3690/3691/3692 .i\DV Retic 1/Z/3 + 40nrl
3828/3829/3830 CD-Di[f Conrrol 3,lJ rrl
3838 D-l)iFf Crrntxrl 2x T.,N,lI (r x 3,0 nrl

3681 / 3688 CD 4l( Iletic 1/2 30nrl
3892/ 3893 / 3894 ,AC-Di[f C]ontr ol I 2.5 rrl
3896/3897 /3898 I(-DiF[ ContLol 2:i rrrl

3696/369'l
3698/ 369t)

Lascr contlols for r

WIIC Lcclricecl Plt Ccrntrol l-lll]
\Y4l C r'crlucccl llR(t?i )n I f ;l-_l
L,/H-__---- 

---]loulrcr MaxM. GenS ancl STI(

3.0 rrI
30nrl

3681 /3682/3683 5D Conlol l-orv /N /l-l 5 0 rnl

Calibration Set for CeJl Analysers
3940 L.xl )ct I 2r25rrl
120 Platr:ler Conrrol blxt, r,alrrc 5x3rrl

ate Buffet Saline
3059 PIIS, dilLrrirrg fluid io' 20 lirct

3059 901 0PC Pl3S, cliluting fluid fo,
blooclgLoulrins

I 0 litcr

Nurnber Ptoduct Contenl
Scains ar:Ld Dyes

3554,1 000Plr Papanico]aou Solurion 2A 1 Iitcr
3 5 54,2 500I'E Papnrljg6[neg So]ution 2A 2,5 LitcL

3 5 54.9 200Ptl PrplnicolaoLr Solurjou ?t\ 200 litcL

1555 1 000IJE Pnpaoico]aou Solution 2B
,1

lrre r

3555,2500PE Pa prnlcolaou Solr,r rron 2R 2,5 Urcl

3ss6.1 000Pll l?apanicolaon Soluriorr .3B 1 lr rcr

3556.2500 PE Papanicolaou SoLLrrion 3ll 2,5 IiteL

3 556.9 200PE L)alrrnicolaou Solurion 3B 200 )itei
3800. I 000PE Eosinc-Y Alcoliolic I hteL

3 800,2500P11 Eosine-Y Alcoholic 2.5liter
3801 ,1 i)00P8 Eosin Y Q,5(/o Aqr-reous I irter

3801.2500P8 Eosin \' 0.5%o Aqueous 2,5li tcr

3811 000 llosirrc SolLrriorr 0 270 Lerdy r,t
usc

I llrcl

3871,2500 Eosrne SrJlr,rfron 0,zo/L tcad)r to
Lrse

2.5 )irct

3856,01 00 Gictrs:r 0,1 Lite r

1856 0500 Giemsa 0.5 liter:

3856, I 000 Gie nrsir 1 liter
3 8 56.2500 Gienrsa 2.5 liret
3870 1 000 FIerla roxyli n e er (ivfal'cr) 1 li tcr
3810.2500 Ile nratoxyline er @la1,eL) 2.5 li teL

t87.1.1000 Hcrnxtoxyline (HrrLis, Gill Ii) I litcr
187.t 2500 I-le nr:rtoxyJine (HrLris, Gill II) 2,5 lirer
3879, I 000 Lcislrman I Ircf
1855 0500 l,try Griiny,rld 0,5 Lircr

3855 (00 tr,fay Gr:tinwaJci 1 Iiter
ls55 2500 Ir,hy GLiinivald 2 5 lircr

3864.1 000 Papanicolaor.r 21\ O(16 I lireL

3864 2500 Papanicolaou 2r\ O(i6 2,5 litcL

3865,1 000 Papanicolaou 2R Or;;rrrge II I lrrcr

3u65 2 ;00 Papanicolaou 28 Ornnge 11 2,5 lite r

3866,1 000 PapanicolaoLr 3ll JIA 50 lIcr
3866,2500 ?apanicolaoLr 3B TjA 50 2.5 l Ler

387(r.1 000 Shor I litci

3878,1 000 Wrighc I lttcl

CJearing agcnt

3905.2500Ptr Ultr:aClcr r 2.5 liLr:

3905.5000PE UJtraClcnr 5 lircr

390.s,9010PIr. U ll aClcar l(l lircr

3905.9240 Lllt L aClca r 100 lircr

Mor,rnting r.nedJa

3921.0500 Ulrral(irt 50() nrl

392r.0600 UltraKLt 6x 100

rnl

Fixativcs
3933.1 000 10tt/a v /t,Buficr cd

For;rnalclchl clc

I liLcr

3933.5000PC 10o/o v/t'BuFicrcd
For rnalclchl,6lg

5 litcr

3931,901 0 GE) 10"/n v / t, Bu Ftered

Fo lr-n ald eh yd e

I 0 litc

IPE)
3933,902A eE) 1A"kv/vRuffcrccl

Foru taldch) clc

20 litcr

flrE)
386).1200 Ccrlix Fixarivc 12 x l2'.>

rr I

3880 I 000 Rouin's Iiixativr; tt(l
3058,901 0 I0 litcr



N$R
ifr iii iq trt) trt A(A f .{ d: ti: )l\,.('t'li l.d l$\ l* i

Diltltid* Erma

lntended use
Diluid. Erma is a specially filtered, rron{sterile blood diluting fluid for use in cell

trurnentation, capable to monitor a ihree-
re impedance princip,le and elecl,ronically
t 20 mC)sm/kg, Diluid. Erma should be

I Diff and Lyzerglobin* PCE.

prior to counting ancl sizing of FIBC, PLT
ns stability of RBC, F'LT and WBC during

contains:
tives in an inorganic buffer compround.

yes, skin and clothing.

* Ermia is stable for three years at 18-30'C.

ruise the reagent shouldn't give optimised
ough out shelf life, giving optimised
rformance are given after the expiry date.

ording to instrument manufac;turrlr's
instructions for use and should be condected ias listed in the Oprerators matrual.
Reagent may be used with Hypochloritd 0.5% or Proclean* as a cleaning allent.
Furthermore rpagent may be used with next lysing reagents: with CyMet. E,RMA lll
Diff and Lyzerglqbin* PCE.

a 20litres cubitainer

terials - Deventer - The Netherlands

30oc

,*"f c( M
A'r'an [ot'r' Pedorman ce l',r]laf eritrls
Tettgserveg 2D -7118.Alil Deventer'- fhe iJ{llrerlands
Tel +?1 (0)i70 087500r5r. 'ert \|g,rrrr u rJo, vruv
The de,,,icels as rnenlioned in this sheet cornpllv '',lith tire
In Vitto Diagnostic it4edical Device Directive 9B/79/EG

VERSI
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lll Diff is a specially filterbd, non-sterile blood lysing reagent fluid for

trumentation, capable to monitor a three-
re impedance principle. CyMet* Enma III
optical measurement. CyMet* Erma lll

luid. ERMA.

sizing of WBC. The reagent stromiatolysis
se it by optical measurement and rnodifies

Content: ClMet* Erma lll Diff is watelbased and contains:
Quaternary Emmonium compounds arlp KCN (<0.1%).

f:,rt{R>

VERSION: 2011-08-12
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ProC
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cf eaning fluid for use in cleaning of cell

d and automated instrumentation, capable
nt.nt.

parts prior to remove cell fragments from

uonlent
ProClean* is water based and containq: :

Proteolytic qnzym, poly-oxy-ethylene-Nlkyl-alcohol, NaCl, NazSOa and preservatives
n Contains a purple inert dye.

yes, skin and clothing.

ise the reagent shouldn't give optinnised
rough out shelf life, giving optimised
dormance are given after the expiry date.

ding to instrument manufacturer's
ted as listed in the Operators manual.

Reagent may be used with all kinds of Diluidsn and CyMet's*.

ProClean*

VERSION: 2011-08-12

* Trademar( of AvantorrM Per-formanc( Materials - Deven



lntended use
Proclean* Extra is a specially filtered, n sterile cleaning f luid for use i4 cleaning of cell

counters. Intended to be used in vitro for
human body.

examination of specimens derived frorn the

The product ig designed for semi-automaffd and automated instrumentation, capaLtle,to
clean blood diluting parts of the instr

Summarv arid principle 
]

Theireagent is used to clean blood dilutin! parts prior to remove cell fragmgnts from the
instrument.

FftEEE.tooo ProClean* Extra 1 litre bottle

ra rs w |r]s:
zyn,p lfalcohol, NaCl, NazSOa and preservatives in an
er com tra is colorless.

, skin and clothing.

0"c.

the reagent shouldn't give optimised
h out shelf life, giving optimised performance.
en after the expiry date.

Qtrtr eaAr ^nhn Proclean* ExtraI rEr 'vvvL,vvvv

I#1aDtk:

lE-,:{ s'B'L

r..rcf$Bff"&fl$ri I'llr ... - t

,..:.1^, :'

Instructions for use

Version: 2013-03-25
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Hypochloritq 0.5% is a specially filt
of cell counters.
The leagbnt is designed for semi-a ted and automated
to clean blood diluting parts of the i

Summarv and principle
The reagenl,is used to clean blood
the instrumEnt.

Content

Sodium hypochlorite (0.5% active ch

War:ninq and precautions
Harmful if swallowed. Avoid contact

Storaqe ?n rt sta.biiitv

eyes, skin and clothing.

Hypochlorite 0.5 e/o is stable for one yebr at 18-30"C.

Reagent ma[ be used with all kinds of piluids* and CyMet's*.

e reagent shouldnlt give optimised
out shelf life, giving optimised

rformance are given after the expiry date.

non:sterile cleaning fluid for use in oleaning

instrumentation, capable

ting parls prior to remove cell fragmetrts from

LdlilJ.

) and poly-oxy-ethylerre-alkyl-alcolrol.

VERSION: 2011-08-12

Hypochloritq 0.5% is water based a

1

* Trademark of AvantorrM

Pack size
REF 39'17.1000 Hypochlorite 0.5% '1 |

REF 3917.5000 Hypochlorite 0.5% 5 |

ld be used undiluted according to instrument manufacturer's
should be con{ected'as listed in the Operators manual.

D)Ir, ,C.-!. 
^

,o"f (€ M
Avantorr"' Peff ornran ce ldaterialsnvailLUl trciluilildilug tctdtgltqtJ
Terr gserveg 20 - 7 41 B Afv! Deventer - Th e f'llth erl an ds
Tel. +31 (0)570687500



t1am alolegJ_qgntrols

procedures When handled like a patient sample and assayed on a properly
calibrated and functioning instrument the control will provide values withjn the
expected range indicated on the assay sheet
Daily use ofthese controls providos quality control data to confjrm the precision
and accuracy of instrument operalion

Rea gents
frarameter Controls contain stabilized human RBC's, platelet components ilnd
fixed RBC's and or simulated WBC's for partial difFerential analysis to simulate
WBC's, in a plasma like fluid with preservatives,

Product no., pack size and open vial stability
Sce page 4,

lnstructions for use
a Remove the control from the refrigerator and allow vials to warm at

room temperature (18 to 30"C) For 20 minutes before mixing
b f)lace the control on a mechanical mixer for 20 minutes or foliow next $teps

to mix the control manually Inrportant: do not place the vial on a Vortex-
mixer

c f-lold the vial horizontally between the palms of the hands. Roll the vial back
and forth for 30 seconds and gently invert the vial 1 0 times. Avoid vigo[ous
shaking, Continue to mix in this manner until the cells are completely and
uniformly suspended

d After mixing let the vial rest undisturbed about 15 seconds to allow smiill air
bubbles to disperse. Gently invert the vial '10 times immediately before
sampling Analyze lhe control using the same lechnique used for a patient
sample

e After sampling screw cap vials, carefully wipe the vial ring and cap with lint-
free gauze and replace the cap inrmediately after cleaning.

f Place vials back in the refrigerator within 30 Ininutes after measuring the
controls Store in upright position

Storage and stability
f)arameter Contrcls are to be stored upright at 2-8'C when not in use. Stored at
this temperature, the Controls are guaranteed stable until the expiry date,

P rocedu res
Instrument procedure: make dilutions and assay according to manuFacturer's
instructions for patient samples Refer to assay values and range foi the system
rf use
l\4anual procedure: referenceimethods can be applied to 8 parameter and 3-Diff
Controls llefer to a manual of clinical laboratorv orocedures

Exoected results
Ihe me deviation for each P
derived rle blood calibrated I

as by m values oblained on
prior to th€r expected range
listed re rt or inter-laboratory
parameter Inter-laboratory variation is usually accounted for by instrument
calibration, maintenance and operating teohnique or reagent brand For this
rcason, the assay values given are guide-numbers useful fof control but are not
allsolute assavs lor calibration
Vaiues and expeded ranges For instruments not listed on the Assay Information
shcct must be establi:ihed by the user lt is reconrmended that at least 5
consecutive analyses will be performed on a properly calibrated instrument for
each level to establish the assay mean and standard deviatlon

Warning and precautions
Warning: Potential bio hazardous material
Parameter Controls are intended solely for lN VITRO diagnostic use by trained,
qualified personnel l-luman blood oomponents used in the Paratneter Controls
were found to be non-reactive foi HBsAg and antibody to HIV when tested with
licensed reagents No known test rnethods can provide complete assurance thal
products derived from human blood will not transmit infectious diseases Follow
the same precautions as with patient samples when handling or djsposing of
vials Do not jnjectoroonsume by mouth Avojd directmouth pipetting of
sampJes

Avantor Performance l\4aterials B V
Teugseweg 18 -7418 AM Deventer- The Netherlands
Tel: +31 (0)570 687s00
Avantor emea@avantormaterials.com

I he devices as mentioned in this inserl comply with lhe In Vitro Diagnostic
l\4edical Devices Directive 98/79/EC

8"C

q9n!I0]9. heflltela,qiqu!-dcielerqnqe D00009 1 0

Version: 12 0
Usage indiqu6
Les laboratoires d'hematologie cllnique ont besoin de substat'lces pouf dcs
contr6les de qualite de procedures aLltomaliques, s,emi-autonlatiques et
manLrelles qui mesLrrent tous les paramdtres du sang
Les sangs de controle de J T Baker sont dcs cotltrdles h6matologiques de

r6f6rence pour ces proc6dures. S'il est maripu16 comme un 6chantjllon de
patient et analys6 sur un appareil de mesute correctement 6talonne et bon d'tat

de fonctionnement, le sang de contrdle foutnit des valeurs dans la fourchett€r
pr6vue telle que sp6cifi6e par la Fiche de tet;t L'tttilisation journalidre de ces
sangs apporte des donn6es de controle qualite permettant de conFirmer la

pr6cision et l'exactitude des mesures faites sur l'appareil

R6actil's
Les sangs de contrOle contiennent des globules rotlges humains stabilis6s, cles
plaquettesi, des globules touges modifi6s pour simuler les globules blancs, d€s
globules blancs stabilises combin6s avec dos cellules humaines modifiics dO

taille bien d6termin6e, darts un fluide plasmatique avec dos conservatcurs

R6f6rences produits, cotrditionnemtlnts t)t stabilitd des controles aprds
ouverture.
Voir page 4

Mode d'emploi
Retirer les contr6les rJu refrig6rateur et laisser les echantillons se rdchaLtffor
A temp6rature ambiante (18 a 30'C) pendant 20 minutes avant de les
metanger,
Placer les contrdles clans un mixeur aul:omatique pendant 20 minutes otl
suivre l'6tape suivante pour m6langer le: contr6le manLrellement lmportant
NE PAS PLACER CE:S ECIIANIILLONIS DANS UN MIXE|JR l)E TYPF:
VORTEX
Tenir l'6chantillon horizontalement entro Ia paume de s mains Le Inclan!lcr
en le retournant doucement 1 0 fois pendant 30 secondes Eviier dc sccouer
vigoureusement Continuer ai m6langer de cette manidre jusqu'a ce que les
cellules soient comphltement et unifornr6ment en solution

d. Laisser ensuite l'6cherntillon se reooser gendant'15 secondes afin de
permettre aux bulles d'air de se disperser Avant d'6chantillonner, m6langer
doucement en retourner 10 fois l'6chanlillon, Analyser le controle avec l€r

m6me technique utilisee pour les echailtillons du patient
e Aprds avoir preleve l',5chantillon dans le,s flacons avec un bouchon e vis,

essuyer avec pr6caulion le tube et le bouchon avec une serviette en patrrier
absorbant et remettre le bouchon imm6diatement apres nettoyage,

f L'echantillon ne doit pas rester plus de ll0 minutes a l'ext6rieur, Stocker
l'6chantillon au r6frig6rateur en position vertlcale.

Conditions de conservation et stabilit6
Les controles sanguins doivent Ctre conserves en position verticale entre 2-
8"C Conserv6s a cette ternp6rature, les san,Js de contr6le sont stables jusqu'a

leur date d'expiration

P roc6d u res
Proc6dure instrumentale: effectuer les dllutions et proc6der selon les instruct ons
des fabricants pour les 6chantillons de patients {ie referer aux valeurs et au>t

6carts de I'aooarell utilis6
Proc6dure manuelle: les m6thodes de r6f5rernce peuvent s'appliquer aux sangs
de contr6le de 8 parametrer et 3-diff Se r6fdrrer a un manuel de procodures cle

laboratoire clinique.

R6sultats attendus
Les valeurs moyennes et les deviations standards indiqu6es sont fond6es sur
des analyses obtenues a partir de m6thode{: de r6f6rence utilisant des appar-.ils
calibr6s oLr d pa(ir de m6thodes de r6f6rence utilisant des proc6dures
manuelles, sur tous les parametres du sang Les valeurs obtenues sur les sirirgs
de oontr6le de paramdtres ant6rieurement d la date d'expiration du produit
devraient Atre d I'int6rieur de l'intervalle atterrdu l-es; intervailes attendus listes
repr6sentent des estimations de variation entre laboratolres ou entre apparcr s

pour chilque paramdtre La variation entre le boratoires est en g6n6ral attr ibLree d

la calibrage de l'instrument, la maintenance r:t la technique d'e>rploitation ou li:
marque des r6actifs, Pour cette raison, les virleurs indiqu6es sontdes valeurs;
repdres n6cessaires pour le controle et ne sont pas des donnees absolues pour
la calibration Les valeurs et les intervalles attendus pour les appareils qui ne
sont pasi list6s sur ia feuille d'information doi'r'ent 6tre d6termind:s par I'utilisalour
ll est reoommande qu'au moins 5 analyses consecutives soient effectuees sur un
appareillage correctement calibr6 pour chaque cat6gorie de sang afin d'etablir la

dt I'o^art h/na

Danger et pr6cautions d'emploi
Danger: substance biologique potentieliement dangereuse Les sangs de
contrdle sont uniquement pr6vus pour une urilisation en diagnostic in vitro par
des persionnes experimenl6es et qualifi6es .es composants de sang; humain do
con116le de paramdtres ont subi un depistage negatif concernaft les anlicorpi'
anti - VIH 1, - 2 et anti VllC et les HBS, ma,s doivent cependanr ctrri
manipu16s comme des produits infectieux Suivre les memes
pr6cautions qu'avec des
rejet de$ 6chantillons Ne 'iii ing6rer t:Viter de pipetter les

(€,""tr

6chantillons directemenl

Paaa I rf A
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EN ISO 13485 tz}to

;l

The manufactuie of in vitro diagnostic bl

diagnostic gerof ogY test kit.

above, after assessing the Firm's quality system

g reagents, The purchase for resale of in vitro

ichaelJ. Windler, P.E.
Check Certificate

Status: here
of Global RegulatorY Service

Merrrber of the Technical Staff

Life and Health Sciences

UL LLC

named

Cycle Start Date June 26,'20L8

Effdctive Date June26,2Ot8
Ep<piry Date MaY 22,2020

6f Registered Firms and applieS to the provision of goods and/or

addrgss(es) shown above. By issqa.nce of this certifibate the firm

rce r,riith the applicable requirements. This certificate is not transferable

tr{lr'i

tffi
I ux^g i
LffiTj

File Number AI224t
:= Ceitificate 1458.180626

i InitiFl lssue June 26, 2018

and remalns the property of UL LLc.'. :

This quality systeflr iegistration is included in UL's.Dir

idrvices as specifled in the scope.of registratiQn from

repreSents thai i! will maintain its registration in accc

7.*

00-MB:S0043 lssue 15'0 UL and the UL logo are trademprks of U atories lnc. O 2011
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Lorne Laboratories Ltd declares th
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1

European Parlianlent and of the
transposes the requiremonts of Di
Decision on Common Technical S

and is in cOnformity with the nation
standards:

BS EN lSo 13485.2012
BS EN 13612:2002

BS EN ISO 23640:2015

ive 98/79lEC, Annex ll) and complies with
isions of Directive 98171lEC of ther

ncil (also Sl 2002 No.618 which
ctive 98/79/EC) and the Commission

ifications 2009 I 108/EC.

standards transposing harmonised

l-orne Laboratorles Li

Unit 1 Cutbush Park lndustrial
Danehill, Lower Ea

Betkshire RG6 4UT United Kinedorr

performed was in accordance tvith
s carried oUt by UL International (UK)
ld Portsmouth Road, Guildford, Surrey
dy Number 0843.

show compliance are numbers;

under the sole responsibility of Lorne
ay 20'17.

Eddy Velthuis
Technical Director

mtsJ
.{46

Fllo No4122.li
lsO 1A05r20Ni lso Sb1,2@8
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LAI]OR ATORI N S

NF RMITY

the following in vitro diagnostic reagent:

Catalogue NumberProduct Nam
740010Anti-D Duoclone M

R0llistafcd 0lfirc a.q Abovc, lla[iis(crod ln f'ndnrd No- 04540?9] llff No iijlJ i655 66
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Declaration' of GonformitY

HL-7-O664DC DOI 2015/08 (1)

ln Applicatlon of the Council Ollective 98/79/EC on the approximatlon'of
ih" i;;* rt tt'r" Member Stated relatinq to /n Vitro Diagnostic Medicalthe iiws of the Member Stated relating to /n
Devices & CE marking.

plicable sections of Annex I Essential
Declaration of Conformity) imposed by

ucts are not classified under Annex ll Lists

technical files will be rnade availerble to the

appropriate body in the event this ip required.

Product
Code

5267L

I, the undersigned declare that the
Classification Code conforms to the

Fr"rll Namer:

Tel +44 {0)1 ?1 482 8440

Fax +44 (0)191 4828442
info@ helena-biosiiences.conr

www.helena-blosciences.com

Descniption

Thromboplastin L

M.J.'Stephenson

!

GMDN
Classificationr Code

55983

*,gainst the above GMDN

Managing Director

Date: 06 Aug 2015

Helena Biosciences Europe

Queensway South, Team Valley Trading Estate,

Gateshead, Tyne and Wear, NE11 OSD,

United Kingdom

es regisl



Declaration of ConforrnitY

HL-7- 0511 lrc DOI 2013/08 (3)

tn Application of ,the Council Directive 98/79/EG on the approximation of
!^-tting to tn Vitro Diagnostic Medical

ble sections of Annex | - Essential
claration of Conformity) imposed by
s are not classified under Annex ll Lists
nical files will be rnade availerble to the

appropriate bodV 
in 

the event this i9 required.

Product
Code

5376
5376H

Full Name:

Qinnad'vrvr rvv,

l, the undersigned declare that the i,d

Classification Code conforms to the said

GMDN
Classificationr Code

55997
55997

the ab<lve GMDN

Title: Managing Director

Date: 05 Aug 20"13

Helena Biosciences Europe

Queensway South, Team Valley Trading Estate,

Gateshead, Tyne and Wear, NE.l 1 OSD,

United Kingdom

Descniption

Clauss Fibrinogen
Clauss Fibrinogen

M.J. Stephenson

Tel +4a (0)191 4828440
Fax +44 (0)191 482 8442
inf o@ h elena-biosciences.co m

www.helena-biosciences.com



Declaration of Conformity

l lL-7- 01137 lC DOI 20131 r0 (6)

Product
Code

5 t5b

Description

Routine Control N

i

e 98l79tEC on the approximallioh of
ting to In Vitro Diagnostic Medical,

Declaratir>n of conformance to ifpflcaUfe sections of Annex | - Essential
Requirements and Annex lll (EO Deciaration of Conformity) imposed by
sections 2 to 5. The below listed prQducts:are not classified under Annex ll Lists
A or B. Access to the appropriate technical files will be made available to the

GMDN
Classification Code

30590

l, the un{ersigned declare that the devices registered againsl the above GMDN
Classification Code conforms to the saip Directives.

Full_Name: M,J.Stephenson

Signed:

Tel +aa (0)191 4828440
Fax +44 (0ll191 4828442
inf o@helen4-biosciences.com

www.helenaf biosciences.com

Title: Managing Director

Date: 3 l"t October 2Cl1 3

Helena Biosciences Eut

Queensway South, Tea

Gateshead; Tyne and W

United Kingdom



Declaration of GonformitY

HL-7- 0138 DC DOI 201sl10 (6)

e 98l79lEC on the aPProximation of
ting to ln Vitro Diagnostic hledical

ble sections ol Annex | - Es;sential

claration of Confoimity) impos;ed by
s are not classified under Annex ll Lists

A or B, Access to the appropriatQ technical files will be made available to the

approprizite body in the event this iS. requifed.

I

Product r

Code

51 87

Full Name: M..1. Stephenson

Signed: (h,il

Tel +a4(Q)191 4828440

Fax +44 (q)191 482e442

i nf o@helenh-biosciences.com

www.helena-bioscienc€s.com

Description

Routine ControlA

GMDN
Classificatiott Code

30590

tober 21113

Helena Biosciences Europe

Queensway South, Team Valley Trading Estate,

Gateshead, Tyne and \tVear, NE11 0Stl,

United Kingdom



Declaration of ConformitY

HL-7- 0135 DC DOI 2013/10 (6)

Product
Gode

51 83

l, the uqdersigned

Description

Routine Control SA

declare that the devices registered

GMDN
Classilication Code

30590

against the above GMDN

Title: Managing Director

Date: ii1"t October 201 3

Helena Biosciences E

Queensway South, T

Qateshead, Tyne and

United Kingdom

Full Name

Signed:

ClassificQtion Code conforms to the s{id Directives.

M,J, Stephenson

Tel +++ 1plrsr +azeq4o
Fax +44 (P)191 4828442
inf o@ helerl a-biosciences. com

www.helenE-biosclences.com
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Abbotl Products Romania S.R.L,
Gaeen Cburt Buchar€st
'Gara 

Hdrastiau 40
coip B, btaj 2. sector 2
Bucuresti" Romania

Catrc: S.C. GLOBAL Bioma

Noi, ABBOTTPRODUCTS RO

analizoarele mai sus mentionate
produ$i de firma Abbott.

Data comirletarii:
I 0.09i201 9

Heraslrau, numarul:4C; sector 2,

Abbott Laboratories, producator
hematplogie Cell-Dyn Enlerald si

si consumabile pentru acestea, av

Illinois,Santa Clara California, Ge

c.u.l. RO'15910608
R,C,: J40/1 54621 8.1 J.2003

95002'lel

100000 0724585043

Tel: +40"21-529 30 00
Fax +40-21-529 30 01

NOTIFICARE

Group - Moldova SRL

NIA SRL, reprezentant autorizat in Romania (Strada Gara

ucureiti, inreg. la MEC sub nr' 1069't22) al companiei

instrumente de biochimie si imunologie ARCHITECT,
li-Dyn Rubyn precum si de reactivi, controale, calibratori
d capacitatile de productie in SUA, Abbott Park 60064,

ania *Wiesbaden, Marea Britanie- Dartlbrd, declaram ca

fucu';q{)

nctioneaza in sistem inchis, numai cu reactivi dedicati si

' Producaton:

ABBOTT PRODUCTS ROMANIA SRL

Manager.
irvulescu

*uf,fs
l\tlltl

.ti I

Abbott
A Promise lor Life







A Abqtt

Ccrtllica fe I denti fic{tion :

:

l"egal Manufactu!cr's Nante :

"l'his declsrstion isnratle in accordarrce with Airrlex III of {hc IVD Dircctivc alld is is.stted under rlhesole

S ignature:

Full Narne;

Position:

I)ate of'Approvitl;

[-)lte ls.srrcd:

S up erse rles:

Cfi l,l,-DYN Sarrph irc' atrd C [il.t.-DY N Ru by Syslern
Di LUriN'.r/sr i riAl'rir

S ignatLr re:

l"ullNatnei

Position:

Date oi'r\ppiovaJ:

Place lssuod;

Dfltrctive (Dtrtc or
l.,ol Nun:ber):

Direclor, Itegulatory r\fl airs

Abbolt Santir C'laLa

JUL 0 S 2015

of'Confbrmity

Legal Manufactuierts Address: 4 It, 60064 tJSA

n-,ist Nunrbcrs
rtrd fiize Codr:

of Deviccs
GMDN Codc nnrcs and [)escription of f)cl'iices Classification

0llr73-0t 58237 ct.t,t.-DY
Drl.rJlrNl'

\ Sapphire and CEI"I,-DYN Ruby Systcttt.s
/SHIJAI'I I

Se lf-declat'cd

A u llrorizcd Euroileati
fieprcsentalivc
(Name nnd Addrtiss)

i\BBOT-l'
lvlax-l'liut<
6-5205 Wit

;-I{ilg-2
;bailen. Cermarty

Storagc site of tcqhnical
d ocu nrcntation
(Narne and Addrclss)

Abbott La
455 I ilirca
Sarrta Clar

orat()iloli
Anrerica l)arkla;,
. LrA 950_54

Harnronizcd Stanrlards l:isted in tl Technical l)oc irnt erriation

We, the undersigrred, hcreby rleclrrc lhat the in vi

CH nrarking, confil,rm rvirh the applicable provisit
of the Council of27 October I998 on ln Vilro Di
thc mcfilber.stfit$s.

diagnostic rnedical clcvices dcscribed above and bearing the

of the h)C I)ir:ectivr: 98l79iklc of the European Parlintnetrt and

ostic Medical Devices i1s llrc)/ are {ransposed into thc laws ol'

Site Quality Managel

,.ll *S'o,' 
. 2$r 5

JUN S 0 2015

II(IS V?
Jrnuar.y I0, :0 l4

Julrc 20 | 5



Certiftcate, ldcntifitation; IiC"Oi]
Albott

L,cgal Manufactrtrer's Nanrc: -piegli

LegalManufactttf'crisAddress: -A!!91i

.52 . 
-_*-_"abot'atories

tics Divisiort

)irk. IL 60064 tJSA

l,ist Nuntbersr
and Sizc Code

of llcvictrs
GMIIN Cttdc rlarnes antl Dcscripiiolr of Devicrrs Cllassilication

081 152-0 1 6il 65 CELL.DY
w]lc r.Y!

N nrt y, CELL-DYN 3200 SYstuns

f"

Sc'lf-tle cla recl

Authorizcd European
Ilep resentu tive
(Narrtc and Address)

AUB()-l'l'
N4ax-l'la nr

(r-5205 Wi
ing-2
den. Gern

Stora ge sitc .of terxhtt ical
docu men tstiott
(Namc and Addr+sr)

Abbolt t,a
455 [ Crcr
Sirnta C,llat

tolatortes

i Anrcrlczr Parkwny

a, CA 9-5054

lla rmoni2ed St a ridards Listed in t le'l'cclrnical l)0outnctltation

\\te, tha urdsr.sign0d, hcreby declale tha{ the in vit
(lf'l rnalkius. conlbiru rvith tlie aoolicablc Drovisio

tlirrgnostic rnedical dcrvicc's dcsctibccl abovc rLnd hoaring tltc

of the IlC Directive 98i?9r'flCl of the IlLrropciln Parlilrmenl artd

Signature;

Iiull Nans::

Posit ion:

Datc of Approval:

Daie Issued:

S rLper'scdcs:

Ctl-I"-DYN Ruby rlrrd Cttl.I.-DYN 3200 Systetn R

WBC I,YSF]
Junu 20 l 5

Declarat n of: Conformity

S ignat ure:

Full Naruc:

Pos it ion:

Dzltc of Approval:

I)lace lssued:

Illlective (llilte or
Lot Nurnber):

Maf0\',laqil8

[)irector- I(egulatory i\ Ifairs

^io S}*-.'o- ;22/J-

Abbott Santo ClaLa

JUL 0 6 2015

img. c

rLrncil

her st

:la ra t
ibilitv

.,oun
nrher

bcla r
tsibil

rnall
hcC
tn.etr

s db,

0(|ns

CE
oftofthc
lhe rn

This t

fcspo
lrt
the

conlQr
I oflT
tates,

tion ls
v of thv

I 998

acc0
tclt! r

obcr

le irr .

rnrtfn

Octol

ma{le
: Illiln
lu

iln

ora pr0\'
hr \/itro

nccr lvitlr

appl
998 on

rda
cr.

rc Medical Deviccs as thev are trattspo'sed into the las's o{

ll of thc IVD Direciive alrd is issued uu lcr the solc

Site Quo)ity Matrtger

{(l.Trr'r. Lo t5

JUN S S 20t5



A Abbott

Ccr( ifrcate llden tifi clation ;

l.,cgal Manu lncturer's Nanrc:

l,cgal l\'Ia n ufactu ier's Addres$:

eclarati

-!s4
Abbott
Diasncil

n of Conformity

t80 
---_*Laboral<iries

rtics IIyNp!__

Park. il- 60064 tJSA

Lis( Numbe rr;
and Size (ioclr

of l)o'iccs
GMDN Codc anres and Descrlption of Devices Clqssification

0:ir-r80-02 6il65 CIJI,I,-DY
CN-FITI.]B

N Ruby, ClBll,L'DYN 3200 Systcnts

HCiI]NOC T-YSTJ

Self-tlccla recl

Authorizcd Ilurolrean
Reprcscntative
(Narne and Attdlcss)

AI]TJOTl'
Max-l)lant
6520-i Wit

i-Riug-2
ibaden. Cierrnanv

Storage site of teqhnical
doculncntntiorl .

(Nanre *nd Addrcss)

Abbolt Lat
4-5-5 I Crcat

Santa Clari

rofitlol'tes
Anrerica [)arkrvav

r, CA 9-5054

llarnronizetl Slandsrds Listed in tl: e l'echnicirl l)ocurrsutation

We, the Lrndersigned, hereby declare I
C11 ntarking, conl'qmr with the applici
ofthe Council nf27 Octobcr I 998 on
thc rrrenrbcr states,

't'his declaratlon il madc in accordd
resporrsibility of lha nra nufacl u rer.

5 lgllatute:

FullNane: Ilany Sirll}gl-.

Position: 
l!1e_"Qarariry 

Mai

Darc of Approval: 
" . _ J. 'i- -**f_*1

ral thc irL vitr
blc provision
ln VitLo Diag

rrc rvilh Arir

gg:t.-"_ _
. lolt

diagnostic mcdical dcviccs descr:ibed rrbovc and [rearittg tho

of'the EC F)irective 98/79AlC ofthc fiuropearr Parliunrent and

ostic Ii4edir:a! l)evices as lhey 11ps tl'an.rDosed into the latv"- of

x I lJ <if rhc IVD l.)irectivc altd is issuccl unrlcr (he solc

S ignatrile;

I:'ull Nante;

Irosi(ion:

Dare ot'i\p;rroval:, "h2+.*_:ot;.-.-__. - ""

Date lsiuedl

S upersede's:

tlElt,- DYN t( uby/i2,0 0 Sysrelrs
CN-IIREE I4GI]/NOC I.YSE
June20l5

JUN $ 0 2015 lrlaoc lssrrec'l:

Illl-ective (T)alc oi'

l,ol NLurrhcr)r

Abbott Santa Clara

JUL 0 6 2015



of Conformity

Ccrliftcale Idcntifi cation :

l,cgal l\'lun ufaolu rer's Name:

the nler|,lbcr states.

rcsponsibilily of the nranifactGrer.

S ignrture:

l:ullNartte:

Irosition:

Bani, Sintp*on

S igrratrrrc:

lirllNatnc:

ftosi1 itt rr:

Date ofAppr'oval:

Placc- Issucd:

El lbctir,c (1)atc' or
l"o1 Nunrher):

lr4arcy Jaqua

Sile Quality Matragcr I)ireclor', Rcgulatoq' Aflhirs

Date of Approval: 
I

Date lssued; Abbott ltarrta Clara

S upersedes:

CDI-1,'DYN ?6 Plrrsi Control
.lune l0 | 5

JUt 0 6 201:'

Lcgal N'lanufiCtuier's Addrcss: Ab , tL 60064 [JSn

List h*uDlbersi
and Siz.e Codt

of Dcyice s

Gll{DN Codc 'ila$re-s srid llcscripti0n of I)eviccs Cllassi fication

081{59-0 | :55866 C}:I,I"-DY ,l 26 l][us Control; Full l'ack Strll'*dtclsrcd

08t-l59-02 55866 CUl.I-'DYN ?6 Plus Llonlrol, flalf Pook Sel f-decla red

Authoriz*d Iuropeitn
I(cprcscntative
(Nnrus ttl(l Acklrcss)

ArlrlQ!'r 
]

M*x-Plan1;k-Riug-2
6-5205 W idsbadcrr, Cenlanl'

Stoiage sitc of te(hnical
tlocurncnlalion
(Nsnc and Address)

Abbott l..alloratoricti
4-551 Grea( Anrelica Parkway
Sanla Clara, CIA 95054

l{arnr0rrized Standalds Lislcd in tlle'I'echrricirl [)ocurrtetttation

We; the undelsigrrcd, lrercb), dcclare tlrat ltre in vi
CE niarking, conlbrrtr rvith the applicable proiti.si<

crltheCouncif ol-27 OcloLrcr 1998 orr ln Vitro Di

diagnostic rleclical devices clesclibed ahove and healing the

ol (hc UC l)irective 98/79/fiC of the Eilropean I)arliiitnenI irnd

ostic Medicral D$viccs as lhcy arc lranstr<;sed into llrc Ia\i's of



Certifi ca te ltlont illcntlonl
Legal Manufap(urcr's N6trtel

l,trgal il{a n ufnbtut'cros Atltl rcss:

transposed into tlte Inrt's ol'lhc rrtcrrtrbel statrs]
I'his declaratiotl is ntnde in accordance n'itli
rcsponsibilitv of |!rr rttrttt u fittIttrcr.

Dcclarat rl 0f C(tnlbrmity

4

t l,nborali'rt'ic,s

Diur-r ics [)ilisicut
t Par;k, It.6006t1 USA

Alrner lll of lhc IVD Dirtclivc artd is isisuccl unrlet'lhe solc

'lJ

936,1l-01 cr1l.L-
COIiC
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We, the undersigiridcl, her,:br, <Icchrre tliiil thc
ttre CI rnarking,]cartlbntt witlr ihe a1:plicablc

riitrei diaurtostiq rnetlical dcr'icer- dr:sr:ribed eibove e nd tlrri'rrittg

S igrra tu rc-:

lrrrll Niurrc:

['ttst t i t-l tt :

I)atc ol Appltrvtf lr

l)ttlc lssLrecl:

S upclscrtles:

_a_::{il t' }4 i1' l:l"g.l_ _
c,l, ! 

'i li ':: '.'-

lll 0 tT[_-

li ign tittr re:

[irrlIr.\anre:

[)osit i<lrr;

I)utc o1' A 1:lprovtr l:

Plnr,.c lssuted:

ll.l [cctive (Dale rrr Lrti
Nturrtbcr);

,...'.-'tt .:, :'-
''''-' ""-:l''.''"i ii- ' i;

ltils v.l,
.luuuatl' 10. 20 l4
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Wc, lhe undersignecl. holcbl, clccllre that thc in virio diagrrostic rncdical rlcrvices clescribcd.abor,c ancl bearing, thc
CIi rlarking, conlbrnr rvith the ttpplicable provisioirs of the flCl Ojrective 98/79/L:Ci ol'the [:r,ulopean l]arlianrenl and
o1'the Council of B7 October 1998 on In Vilrtt Diqgnostic Medical Devicc.,s as thc.) afe tralt$posc(l into the lau,s of'
tlrc nretnber state.s. 

,

This declalatiort is nratlc irr flccon ancc rlifh Anhex ltrI of lhc IVO Dircctivc arrrj is issuctl uudcr'tlle s0lc
respolsibility of the nranu factil rer.

Ccrtifi cate ldcn{ifica tiorr:

Legal Ma n ul'act[rrcr]s Name:

LegaI Manutntttrrerls Addrc^rs:

S ignat uro:

l:'ull Narnr::

l)osil ion l

Barty Sinrpson

Site Qualitl, Manag,er

Datc of Appr'oval:

[)ate Issuecl:

Supe:rsedes:

CHLt,-DY N linrcraf d l(eagents
Decenrber 20 l5

Decla ratlon of Conlbrmitv

Signatule:

lrrrll Nnnrc;

[]osition;

Ddtc u1'Applovalt

I>lirce Issued:

liflectivc iDal* or
[-ot Nurrtber);

Marc.y ,lacluir

Dircctor, l(egulator,v,\fltrr|.s

a I Ji,Er. pa/i-
Abbott Santa Clara

oEC 0 $ 2015

(ln 6 lillnr ir1,

(lRls \I?)
t)agc I ol' I

Jbuqit"''l.li.
Li.st Nuttherls
nn<J ,Size (lorle

of Dcviccs
GMDN C'orlc

ryames 
*nd Duseription of Devices

l

Classificaf ion

09ft46-02 5ta2-16 cLl.r.-r) N Hmeralcl CI-tiANHR Self-declrt rc<l

09r-r47-02 6 1165 Clil.l -DYN Iirrrerald CN-l:RtiF. l.YSl:i S c ll'- d ec ia rcd

09t"t48-02 5 8237 ctir"t--t) N h]nc.rald DI l-L)llN'I' $clf-dcclnrcd

Authorizcd lltr ropcarr
Rcpresc.intattvc
(Narne and Attdncss)

AIJI]O'I"I
I\,1ax- l'lan
(r-5205 Wi

k- R ing-2
rsbgciirl, Gcrruan,r,

$torage sile of tc,chliicnl
clocrurclt 1a t ion
(Nume arrd Addiles$)

Ablrott Le

455 I Circi
Santa Cta

)olal 0 ric:s

t Antr:ricu l)trrkrvay
a, CA 9-50-i4

ila rnr on iz,eii Stlirdn r<ls l,i.rtcd in llie Technical [)ocunrenrarron

4
L



l

MA

ion

tration
Flapiti Tests ' Waior AnalYsie

Schne lltesle ' WasseranalYtik

Cht omatograPhY.' BioanalYsis

ChromatograPhie' Bioa ni:)Yti l<

TO WHOM IT Y CONGERN

' 

j : .:

' .. .: i' :

This'declaration has been established fot:

WC. MACH.EREY']NAGEL GMBH & EO KG'

are Original Manufacturers of

:l

I

, f AhromatograPhY Products

.:, t f :. . ji 
,

Our Authoriz ed / lVon-)Exctusive
for the above merhtioned ProduCs

''GBG-MLD" S.R"L.

Tighina str'.65, office 607

MD"200t,Ghidinau,

Republlc of Mtoldova'

G-MLD Moldova

umann-Neander-Str 6-8, 52355DUren, GERMANY,

Explicitly, GBG-MLD is allowed to take part

manufactured by us in GBG-MLD's own n

gives rio warrant5l regarding the fulfilment of

GBG.MLD ),

This declapiion will remain valid up to 31 :12. 020 and

termination or expiration lotioe glven. In no nt shall

Duren, 20.01,2040
MACHEREY-NAbEr--

Fl.4i
1. 1

Ggrmani.Te|'; +49 24 2l s6${ . Fax: +49 24 21 969-190 . E:mai|: info@mn.nelcom 'W'mn.no|'cofr

A\(*.
\l

Dr. Christos Evangelakakis
International Satds Manag

MAcHEREY-NAGEL,GmbH & c.o. Kd ' Nevmann-Neand€r$ia..6-8 ' 62155 Dtlrsn
l;'i"""t.irnr^n'Hnlttea .: :Ust,-ldNr,:Den22Tl151AnrtsoetichtDdrsn.HRAl164 : Ust,ldNr': DclzzztIIpl
cmbi eing6trage^ beim Amlsgeficht Dnren, HRB 526 Banken: Deulsche Bank AG,

Persod ch haft€rrde Gos€llsclieftgon : PosDdnK troln 
-,.

tvtActreRev.NaceL cmbH. D[rbn commezbank Diiren

G€schgflsllhrerin: C, W€gner Spsrkasse Doren :

:

'

Distributor i Moldova
under ERF-Y-NAGEL brand, is the comPanY

submit bids the good- . .

risk and on ACHEREY-NAGEL
signed con ranied bY

will automatically end this date without any

this declaration be exiended automatically.

(BLz 39s ?00 61) (tant.t beeoseszoo6l0so2oTs6oo) (Svr4ET code D

ierz szo.roo sol ileeN oEo4rzolooso0022796t02) lswFl'code P

ielz rsg c00 eti 08AN 0E65395d005204370s0t)00) (swlFT'code c
igE rgs sor roi {IBAN 0E583s5s01 100042300s08) ($wlFT code s

...$F'i
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Froof has been

EhJ IS

, ard fulfilled. The qualitY

$ffectlve Date; :

Certifiqate Rpgistratiorr No, :

I

An audit waq performed. RePort No.:

ThiB Spnifiedts is v€ilid until:

GAtG
Body af

that !he organization

I .Gfnb-H & Go.
eafrdEr-'str. 6-8
i5 Dtiren'
tscl"rilar-rd

management system fo{ medical devices
following scop6: 

,

n s.eB attilchmen

thal the requirements spepified in

1 3485:201 6

nt nyotenr is subject to yeafly surveillance,

60129407 0001

Ceririicaiion BodY

KG

14

# t"6n
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:)'
J.

,tuv.com htip:/lwww.luv
{ Ntirnberg



i

EC Declaration of Confornlity for In-vitro Diagnostiic Prod-

tablished on the basis of er full quality alssurance syste
, -1 -L^*t^-^ A ^^A C

tablished on the basis of er full quality alssurance system

according to EN ISO ft$S:zol6 according to the l\!D directive gSlTglEC Annex lV, except chrapters 4 and 6'-

.C

HS Seelaratfron cf Conf*rr*$tY

We

C€

Reference numbers

740895

A generic system for isolation and purification of viral

nucleic acids from huntan serum or plasma samples for

subsequent in-vitro diagnostic purposes.
No EDMS nomenclature.

DE/C42 1 /MAC H EREY/2 0 021 1 I I lV D I (t01 1

TUV Rheinland LGA Products GmbH
Tillystr. 2. 90431 NUrnberg

is manufactured in compliance with the European Difective gBl7llEC. The manufa turer is exr:lusively responsi-

bility for the declaration of conformity.

Duren, 10.09.2018

(Au&"-*

Name 6f manufacturer

Addresis:

. Name 6f product

NucleoSpin Dx Virus

Type:

Registfation number:

Notified body:

MACHEREY-NAGEL GrnbH & Co. KG

MACHEREY-NAGEL GrnbH & Co. KG
Neumann-Neander-Strasse 6-8
D - 52355 Dueren
Germany

$ .A',
.s'7 mn-net com

tbl: r1484t]210984
Fax: +1 4a4 t!21 1272
E-nrail: sales-us(0mn-rlel corn

MACHEBFY-NAGII GmbH &co. KG.Neurnann-Neander.']Str 6-8 fj2355 Dirrcn Germar.ry
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EC Der:laration of ilon
Prod u cts

accrording to Elrl l$O 900112008 and EN ISO 134q
A ^ -^.' l\ / av^.-.^+ ,-!h-'aldt6 A ,.^A EAnnex lV, except ghapters 4 rand 6,

N;Lrne of manufacturer

Acldress:

for I n-vitro D lrag nostit:

We

coirfirnr that tht> following test strips for orofessiorif I use

Nalrne of Product
Medl-Test Glucose PN
MEdi-Test GJucose
Mgdi-Test Glucose 3

MQd i-Test Glucose/Keton
Mddi-Test Protein 2
Mddi-Test Keton
rMddi-Test Nilrit
udci+bst Combi 2
Medi-Tesl,Urbi
It/Odi--l'est Combi 3

l\ledi-IestCombi 3A
lvledi-Tes1 Combi 5

Mqdi-Test Combi 5N
fvle,di-Test Combi 5.9
Mrldi-Test Combl 6
Medi-Test Combi 64
Medi'Test Combi 7
Medi-Test Combi 7L
Mddi-Test Combl 8L
Medi-Test Combl I
MEdi-Test Conrbi 10
Medi-ilest Combi 10L
Medi-'fest Contbi 10 SGL
MQdi-Test URYXXON Stick 10
Medi-Test Conrbl 11

Mqdi-Test Mikr.oalbumin

''l

r'f\.tr
MACHERqY-NAGEL;'Grnbu & C9. KG

MACHEREY-NAGEL GTNbH & CO, KG

Ne umann-Neander':Sitrasse 6-B
D - 52355 Dueren
Germany

Reference numbers

93017;930965
93001;93024
930431 93020'
93020; 93025
s3004; 93027
olnnE.o?ntfl
930061 99029
93015:93037
93.012
93050
93007; e3030
93009; 93032
93035; 930:i6

930'18;93078
930'13; 93034
93010;93022
s3031
93021
93011; 9302i'l
93056
93058; 93079
93067; 93027
93068; 930872
93060; 930871
930874
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