
FORMULARIJT, OFERTEI (F3.1)

[)ata: 2l .01 ,201 8

Licitalia nr. : ocds-b3''vdp I -M D- | 547 1 33 1 57 7 65
Altcrnativa nr.:
C'itrc: Institutul Ner-rrologie ;i Neurochirurgie
Societatea cu rdspundere linritat6 ..Ronredcom..S.R.L dcclard cd:

il, Au fbst examinate gi nu exista rezerv[ri fhlA de documentele de licitalie. inclusiv modifrcdri
nu au lbst.

Societatea cu rispundere limitat5 Romedcom S.R.L se angajeazS si furnizeze/presteze, in
conformitate cu documentele de licitatie gi condiliile stipulate in specificaliile tehnice gi pre1,

urmStoarele bunuri Reactive qi consumabile de laborator pentru anul 2019.

Prelul total al ofertei constituie: 2 900.00 MDL ( doui mii noui sute lei gi 00 bani), firi TVA

TVA constituie 232.00 ( doui sute treizeci 9i doi lei gi 00 bani)

Cu TVA constituie 3 132.00 MDL (trei mii o sutS treizeci 5i doi leipi 00 bani)

h. Prezcnta of'crta va rimine valabila pentru perioada de timp specificata in instrucfiunile pentru

ofbrtan[i. punctul IPOl7.l. incepind cu data-linritl pentru depunerea ofertei. in conformitate
cu punctul 1PO22.1. va rdniine obligatorie qi va putea f r acceptatA in orice moment pina la
cxpi rare-a acestei pcrioadc:

c, in cazul acccptirii ltrczentci ol'crtc. Socictr.rtca cu risputtdcre lirnitata..Ronredcom..S.R.l. se

anga.icaz.ir sa oblina o (iaranlic dc buna cxeculic irt conlbrmitate cu punctul lPO4l. pentru

executarca corespunzatoare a contractului de achizilie publica.

d. Nu sintem in nici un conflict de interese. in cor-rfbrmitate cu punctul lPO4.4.

c. Conrparria sernnatard, afilialii sau sucursalele sale. inclusiv fiecare partener sau subcontractor
cc lhc parte-.dir*r- contract. nu au lbst dcclarate neeligibile in baza prevederilor legislaliei in
, iu,,ar;,-11ggg$LQmentclor cu incidenla in donrcniul achiziliilor publice. in conformitate cu

uytlic'tr uliittrri cla .;enrntittrt'ti f

Nume: Stefan'lurcanu
irr calitatr,. dc: Adnrinisiiatot Lcgal
( ) I c rta n t u I : S oc ictAlqA c Utg spr.Uilc-Lg-l i ntlqti,, B.alrr q-d qquLS.RJ
Ac|'csa: ltcpublica Moldova.
I)ata: 21.01.2019
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FORMULAR TNFORMATIV DESPRE OF-ERTANT (fi.3)
[O/brtantul va completu ace:;t .fbrmular in conlbrmitale cu in,slruc(iunile de mai.jos. Nu

se ror permite modi/icdri in .formtrtul formularului, precum Si nu se vor accepta inlocuiri in
lcxtul uc'e.stuia. f

Data: 21 ,01 ,201 8

Nr"rnrarul licitaliei: ocds-b3wdpl -MD-l 547 l33l5l7 65
Pagina din

A. C)fertan{i individuali

lnlbrmnlii generule

Nunielc.i uridic al of'ertantul ui ROI\4HIXIOM SItl.

Adrcsa .iuridica a olcrtarttr-rlui in lara
inregistrarii

Mun.Chisinau.str. Petru Movi la 2315.ap (of)3

Statutul ,iuridic al ofertantului

Proprietatc

Iiornri clc organizare .l uridica

Anr.rl irrregistrari i otbrtantul ui

Statutul de afaceri al ofertantului

Producatttr

Agcnt local/l)istribui1or al producatorltlltt

strain

Internlediar

Altclc

I nlbrma{ia despre rcprczcntantu I

autorizat al ofertantului

Numelc

I-ocul dc ntuncd gi lunclia

SOCIETA'|EA CU RASPUNDTTRIl LIMI"IATA

Irrport si contcrciializarca clispozitivc

nrcdicalc

Adniinistrator I.egal

Chisinau"Rcpubl ica Moldova

022 530195 0225301es

romedcom @gmail.com

'l'clclbn / Irax

1.4.

1,5.

'l'urcanu Stclan

1.6.

Ii-nrail



)a.

CONFORM tTT)A

Nu se aplicd

Numanrl de inrcgistrarc penlru 1-VA

Numirul de identitatc al of'crtantului

pentrLr irnpoziturl pc vcnit (pentru

olerlan[ii strairri)

Ol'crtantul va anoxa
docunrcrttc:

copiile urmdtoarelor

I nformuli i de cul ificore

Nunrarul de

ol'crtantului

ani de expcricn{a

in livrari de bunuri

gcncrala

gi servicii

Nurlarul dc ani de cxpericn[a spccifica a

ofertantului in livrarea/prestarea bunurilor

qiisau servicii lor sinri Iare

Valoarea nronctarl a

similare pe parcttrsul

in IPO I I .l (a)

lir,'rarilor clc hr.rnLtri

perioadei prcvdzutc

Disponibilitate dc resurse ltnar-rciare (bani

lichizi sau capital circulant. sau de resurse

creditare. extras din cont bancar etc.).

I-.rrurnerali qi ancxa{i copiile documentelor

.jr,rstit'icative

Detalii privind capacitatea

echi parncnte disporri bi lc

dc produccrc /

I n fo r m u ( i i .fi tt u tr c i u re

Rapoarte financiare selu extrase din bilan{ul

sau rapoartele auditorilor pentru ultimul an

copii

finarrciar. sau declaralii de prolit

de activitate. Enumerali mai jos 9i

040st26

1,8.

1.9.

2.1.

2.4

1)

l4 ani

Nu se uplic'er

.Vrr.rc uplicd

ltlu :;e aplicit

.j.1"



Denunri

caractct

contralct

Tighina

Irtfbnra

C'auza

Nu cs

('auz.a

Nr-r csc

.\'ot it ; .,1 I t a c'er i n 1

IJ. Partcncrii indivicluali ai Asocia{ici

toata informalia solicitata in fbrmularul de maiFiecare partener al Asocialiei va depune

sus. in compartinrcntele l-3.

Ancxa{i pxtcura/implltcnticirca pcntru lrccarc se nlllatar autorizat al irr nunrclc

Anexa{i acordul semnat intre toli partenerii ai Asocialiei (care va purta caracter

ohligatoriu in mod.iuridic pentru to{i partenerii).

.llta c,crinle .yi tletulii pot./i uddugute cle cdlre auloritatea conlruclanta, dupa caz.

nrirea. adrcsa. rrunrcrcle dc telcfbrr. tclcx qi lax ale h[ncilor care pot of-cri

tcristici clesprc oll'rtant in cazul contactirii dc catre autoritatea

actirnta:lrNI:l{(illANK. cod barrcar: ENEGMD224OB Filiala nr.l cu scdir-rl Str.

'ta 23 1 3.'l'el : 022-85 -80- I 7 t BA N : M D67 EN000000222488827845

nralic plivind lirigiilc in carc ol'crtantul cstc saLr a fost intplicat:

Oricc proccs pc p{lrcLrrslrl Lrltinrilor I ani:

litigiLrlui Rezultatul sau sentin{a ;i suma irriplicata

te'cazul Nu cstc cazul

Prclccsc curcntc. pc parcursul anului iscal curertt:

litigiului Situa{ia curerrtd a procesului

cazul Nu este cazul

a.5i clctulii pol /i oddugule de t'dlra uuloriluleu conlruL'luntii. clupa cuz

).-.

-1. J.

a)

b)

4.1

-+ l.

1.3



Dl.rcr.AItA'[rA pRtvrND coNr)t;I'r'A I.]TICA gr NlirMpr-rcAREA ix rRlcrtcr
t'RALTDUT.OASE Sjr DIi CORUPERE (F'3.4)

Data:21.01.2019
N r"rnrdrul I i c i taliei : ocds-b3 wdp I -MD- | 547 | 33 1 57 7 65

Cirtre: Institutul Ncurologie qi Neurochirurgie
Ronrcdcorn S[{1. conf irma prin prezenta c6:

l. Nici unul dintre angajalii. companionii, agenlii, ac{ionarii, consultan{ii, partenerii
lrogtri sau rudelc sau asocia{i ai lor nu este in relalii care ar fi putut considerate ca un conflict de

irrtercsc. confbrnr prevederilor din documentelc de licitalie. punctul IPO4.
2. ln cazul in carc vont al'la despre laptul unui conflict potential. vom raporta imediat

inlornrafia respectiva cdtre autoritatea contractant[.
3. Nici unr"rl dintre angajalii. companionii, agenlii, ac{ionarii, consultan{ii, partenerii

noqtri sau rudclc sau asocialii ai lor nu a tbst anga.iat in practici de corupere. escrocherie.

conrplotarc. ct'rnstringcrc saLr altc practici artticoncuren(ialc in procesul pregitirii otbrtei din

cadrul prczcntei licitalii. contbnr pr*'cderilor clin documcntele dc licitalie. punctul IPO8.

4. in legf,turi cu proccdura rcspectivd de licitalic qi cu orice contract care. cvc'ntual. nc

va ti ad.iudecat ca rezultat al acesteia, nu au fbs1. nici nu vor fl ef'ectuate nici un lel de plali catre

anga.ialii" companionii, agen{ii. aclionarii, consultarr{ii. partenerii nogtri sau rudele lor. care sint

irlplicali in achizili-a.pr1Q!!ca. implenrentarea contractului gi aprobarea plSlilor contractuale in

r.rr-rr-nclc autori

Sculrat:
Nulrc: Stcf'an

l;rrnclia in cadr trator [.egal

[)crrurnirca llrntci ;i sigiliu: Ronlcdcom SRl..



Declaralie privind situalia personalS a operatorului economic (F3.5)

0pcrator ccononric
Societatea cu r[spunderea limitata Romedcom SRL

1dcnurnirca/nurnclc)

Subscmnatul. Rornedcom reprezentant imputernicit al Romedcom in calitate de
of'crtant/olb11ant asociat declar pe propria rdspundere, sub sancliunea excluderii din procedura de

achizilic publica gi sub sanc(iunile aplicabile faptei dc fals in acte publice. cd nu mI aflu in
situa{ia pr*'dzut5 la art. l8 din Legca privind achiziliile publice nr, l3l din 03.07.2015.
rcspcctiv in r"rltimii 5 ani nu am lbst condamnat prirr hotardre dctlnitivd a unei instan[e

.judecatoreqti pentru participarea la activit6(i ale unei organiza\ii criminale, pentru corup[ie.
l'raudd giisau sp5lare de bani.
Suhscntnatul clcclar ci infbnrra[iilc lurnizato sLrnt complete gi corecte in fiecare detaliu Ei inlelcg
cri autoritatca contractar-rti arc clrcptr.rl dc a solicita. in scclpttl vcrificdrii gi confirmdrii
dcclara{iilor. oricc docunrcr.ttc clor.cditoarc dc carc dispun.
Subscntnatul. Rontedcom reprezcrrtant irrputcrnicit al l{omedcom. in calitate de of'ertantiot'ertant

asociat. la procedura de ocds-b3wdp1-MD-1547133157765 pentru atribuirea contractului de

achizilie public[ av6nd ca obiect achizilionarea " Reactive qi consumabile de laborator pentru anul

20l9",codurl 33600000-6. ladatade 2l.0l.2019organizatEde InstitutulNeurologieqi
Neurochirurgic . clcclar pc propria rdspunderc c5:

rlLr anr intrat irt lalirlent ca unrare a hotlrdrii.iudecatoreqti;
rtri-anr irrclcplinit obliga{iile de plata a irnpozitelor" taxelor gi contribuliilorde asigurdri sociale:

lLr elln filst conclarnnat, ir.r ultimii .i ani. prin hotdrdrea definitivd a unei instan[e.iudecdtoreqti.

pclttrll o lirpta carc a adus atingcre eticii prof-esionale sau pentru comiterea unei greEeli in ntaterie

prol-csionall:
toatc inlbtmaliilc ;i documentcle prezentate pentru procedura de achizilie nlentionatA mai sus

sunt veridice ;i autentice :

nLr slurtcnr inclu$i in Lista de interdiclie a opcratorilor cconomici.
Subscrtrnatul cle-clar ci inlilrnraliilc lirrnizatc in scopttl demonstrdrii indcplinirii criteriilor dc

calitjcarc;i sclcclic sr.rnt conrpletc $i corcctc in tlccarc dctaliu qi inlclcg ca autoritatea

coltractalttd arc dreptul de a solicita. in scopul verificdrii qi confirmarii declaraliilor, orice

documente doveditoare de care dispun.

inle lcg ca in cazul in care aceastd declaralie nu este confbrma cu realitatea sunt pasibil de

inciilcarca prevederilor legislalie i penale privind lalsul in declaralii.

I)itta cornplctarii: 2 1.01 .20I 9

Opcrator cc

Il onrr"'dco

scrnnatu4{t
llE Cr..s. l[5""



Conform ity Declaration

DiaSys Diagnostic SYstems GmbH

Alte Strasse I ' 65558 Holzheim ' Germany

declares in our own responsibility conformity of the products listed

below according to the essential requirements Annex I of the Directive

98179/EC on in vitro diagnostic medical devices (lVD Directive)'

The conformity was established by the manufacturer in a conformity

assessment procedure according to Annex lll (product grouping

common/other lvD products) of the Directive 98/79/EC, except of Point 6.

DraSys Diagnostic SYstems GrntrH

Holzheim,2018-06-25

it

t_

Ur L-,,Jnlfrer (:Ol'KB

L,LU

r"\. .,,. l.;*

((

Status June 2018



List of products

Clinical Chemistry

Product Name Product
codeProduct Name Product

code

1 lqi1

1 3540

2 2549

1 3409.

1 3701 ..

1 3711

i 1911.

1 4001

1 4201 .

1 4211

1 4330

1 4321 ,

1 71Bi

1 4610.

1 5781 .

1 0551..

1 5211

1 5741.

1 5221

r 48C8

1 2311

1 C210

1 5760 15 )

15i 10 r1C')

'1 1 921

'l 3101

1 :r1 15

1 3021

1 3001.

HLIL-L: lmmuno l-5

HDL Precrpitant

fierroglr>bir.FS

tcrrrocysteirre FS

B-Hydroxybutyrale FS

[!-fryrJrsvy[glirrate 21 FS

lror FS ferrre

Lactate F S

LDH FS DGKC

Ltlr. F-( rl-cc

LDL.C Selerl FS

:DL PrecrC,t::ni

Lr[,ase Ut- l- >

Lp Pi-A; iS
l.Jagnes,um XL FS

NEFA FS

Pancreali(. anrylase CC FS

Phosphate FS

Phospl"roliords FS

PoIASSIUM FS

Sc,riilrr-, FS

1()1ar protein FS

Tolal or0lr:rn UC FS

Trrglyccrides FS

Trrglyc;errcies FS

I.JIBC FS

Urea FS

I,JIE,,ALII:

l:ric acrd FS IB-1BA

Uric acid FS TOOS

/\cetaBirlophen FS

A: AT (GPTTFS {IFCC mcj )

/rrbun.rrn FS

lr ii,tltr.tl:r l-,ija)Sl)t,al;lSat f S DGKC

,;iii.,.:l:r'r,: phosplral,.lse FS iFCC 37'C

,,.n.nv'ase CC E5

ASAI rGC)T r ;S (IFCC -roo )

ATP tt:xohltasc FS

fircartil'ri'rte i S

Brle acrds

Brl rutin ALrlc; lJrrect FS

B r ,h,r' r\trlc T:ll,ll FS

Srirrubrn icrrcjra-<si{-G'ai i:S

Cir c,urr AS FS

C;:rc,iLrm P FS

Cirion(ie 2'l FS

1',q^r^-.--^ c c
" 

r,ircittr'tr I J

Clroieslt:rli rS

( lirr:,i in<, qlt,, a",r, ; c.

CK I,.18 FS

CK-\AC FS

(,rcl1 r:rne FS

Creat nrrre PAP FS

'-. tlrlrcl rS

Garrma.CT FS lSzasz nrod.ilFCC si.anC )

G.T]H FS DGKC

G r:r:ose Gluc-DH FS

[j trco.rc GO] f S

G'r.tcosL 66i-l FS

Glrrr.xrge'lexokinase FS

Glucose ' Henroqlob,rr lS
L

| ,-FBDri rS

15819

1 ',j701

1 0220

. 04Q t.

i 0501

1 26C1

I UtUi

1 0950 .

I i{ I

1 0s?1

1 0811

1 U84..j

1 1 1:ti

1 1181.

1 1?21

1 1i150 (5 )

1 1300 i1o',)

1 1401

1 1641..

1 1601 .

' 1711

1 1759..

1 0rlll1

1 2801

1z{1i.
1 :'531

I )a-it .r. ,

\e 
i

1 ,\aln :11) \

1 11511

1 2491

"l 3201

Status June 2018



lmm unoturbidinretric Tests

Product name Product code Product name Product code
Aii)rrrlr:r] rn UnnerCSF FS (lvlicroalburnin) 1 ()2t2

AxtrsirepiolysrrQ FS 17Q12

Apol poprotein A1 FS 1 7102.

At:rrl'p<rFrrnte,r: B FS 17112

Conrpl,:rr':er,iC3cFS 11802

C,:rrrplernerri 0.1 FS 1 1812

CRP FS 1 7OO2

cRP rs ? 70{t9

CRP U-hs 1 7045

CtsiotrnctrS 1/158

O-Dr.rrer FS 1 7268

Ferr,trn FS 1 7059

Fcrritin SR 1 7245

crrreHbAlt: iS 1 3329)

oneHbAlc FS 1 3329.

lnrntrrcrqir:i;irlrn A i:$ 17202..

ln.nrunoqlostllin E FS 1 72?,9 .

lrr:rnun,tqir:i'irlinGFS 17?12

lnrnunrrglobulrn i\,'1 FS 1 7?-22

Lpia)z.1 FS 1 7139.

l,4yoqlr;hirr FS 1 7098

Prealburnrn FS 1 0292..

Rheunratr:r<i fact<:r i-S 1 7022..

Trarslerrrn FS 1 7252..

S u p ;;l e nse nlary re age nts

Product name Product code Product name Product code
c{-i,rB DS 1 1690.

Clear'rer A 1 8610.

(.lli:,-]r,r" 3 1 8i150

C.lirrr,r. 1.1 1B6Jt)

C it;rr*r ,elpons 9i0 i iJ830

Glur:ose rerrolyzrr',Q Solution 1 2580

orreHDAlL: Hemo'yzing Soluiicn 1 457i1.

HbA 1c nr:t i'1ermn yrrnr; Solutir:n 1 4590

liDL Precrp,lanl 1 35140

L:)- P'e: lrli.t'lt I 
'1330

Pfrrdolai-s-lrt nsl.ri'rirts FS 2 50 10

Caltbratr:rs

Product Name Product code Product Name Product code
]'ruCat Acoiirr" rrr.rphen 1 5810

T.lCal AlL,urnrr U jCSt: 1 9300...

T.ucar A[]urn,r; i.j;CSF l"rgh 1 930fj...

l'irCal Ap: A'liB 1717C

Tr.rC;.rr ASO 1 701C..

Tr,,r(iei C(-\"18 5 9450

TrLrCa! CRP 1 7000,

TrrCal CRP .5(l 1 700{). .

Tr.r(ial Cen i"rgh i /001 .

l rrfjal CRP hs 1 7080

TrLrcitl CRP ll 1 704c.

Tru(j;ri CystatrnC 17150.

Tr rr^,,1 a-D,rrer 1 7260..

irrcai E 1 9310.

TruCal Ferritin 1 7050..

TruCat lerritin SR 1 7240

: ruCal Hb/r1c [quiC 1 3:]20 .

TruCat HsAic net 1 3350

lrL,Cal Hcrrlocysterne 1 3400

TruCal lqE 1 7230 .

TruCal Liprcl 135/0

TruCal Lp.ia l ll 1 7140 .

TruCal lr'1;'oqtob,n 1 7030.

Trtrcal Ptolern 5 92oo '

TruCal Prctein higlt 5 9200

Trr.rcal RF 1 7020 .

TruCalU 5S100.

TruCal UiEC 1 1920 ..
__-j-,_\

aStatus June 201 I
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Corilro/s

Product Name Product code Product Name Product code
T :u""ab ACetAntrno;)hen -evel

T' u-;lb F\cetan,rrrouhen -evel
Jril. ;rlr Alt>rrrnrrl l.i/CSF l.evel

Tr.r-ab AlDumrn UICSF Level

Tr"rLab Bicarhorraie

Trui-ab CQD l"evel 1

:ruLab CRP l.evel 2

: rr.Lab CRP hs Level 1

-rirLaL, CRP hs -cvel 2

l.ruLab Cysial,r", C Level 1

'l'ruLab Cyslatrn C Level 2

Trr"rLab D-Drnrer Levei 1

TruLab D-Dimer Level 2

'l rut-ab Ethancl

I ruLab iibAic hqurd Le,/el 1

l-rLJLa3 HbAlc lrqrird l-evel 2

1

1

2

5 9370

5 9380

5 971 C.

( oTrn

5 970C...

5 96C0

5 9010

5 9730

'r:i{U

5 9870

5 3880

5 rl810..

5 S820 .

5 0s00 .

5 Er7g0

5 9800..

irr.Lab l'ibArc riet Level 1

Trulab:{b.Aic net Level 1

Trulah Bcmr:cysleine Level 1

TruLat, Hcmoaysteine "evel 2

TruLab L Levcl 1

Trul-rrh l. I evel 2

Trlil-ah l-p(a) Level 1

TruLaD Lp{air-evel 2

TrLiL,ab I'J

TruLal., P

T.uLat' Proteir Level 1

'I rlrab Pr<ltern Level ?

TruLabr Urine Level 1

Tr..rlar, Urrne Le,,,el 2

5 99130

5 9940

5Yi/(.1
( oTan

( on?n

5 903r)

5 98.{)

5 98,1t)

5 S000

5 9050

5 9500

5 951 C,

5 g17li

5 9183

Stanr/ards

Product Name Product code Product Name Product code

Aib,,rl,n Standar,J FS 1 0200.

ATP Standarc FS 1 62C0.,

3i.;,rh'cr):llc Sial,Jar{ FS 1 035C1..

C,t r,.'urr Slard::rC F-S 1 1100

C..r::ii:.qlr:rr: Sl;rrr(Jirra trS 1 1:i00

Creitrr,ne St,rndard FS 1 170C

Etharrol StarJarc FS t0,5 ntginrl..i' 1 0890

Etfrirr)o'stnrrr.tarr: FS ('l rng:fitl )' 1 0910...

Etl.rano Slar-1dard ES (2 t|19't11L)' 1 0920 ..

i-ll,ri1ir Si:llriarcl LS 13 lrigtrrtl..t' 1 09110 .

:fir;)r.rr Standard FS {1 n'iginiL)' 1 0940..

Glrl..sc -itarrrjard f-S 1 250C...

il.HyrJrcxybtityrate Standard f S

lron SiandarC FS

lvlagnesrum Standard FS

NEFA St:-rrriiar<i FS
( f,;orr. r-5lar,irec f atly actds )

Pfrosplralr ljtarrriard FS

Phosphr.lip crs Starcard F S

Tctal proteirr Standard FS

l(.)ial protein UC Standard FS

Trrglyc.erices StandarC FS

urea Stanrlard FS

r]ric acrd Standarcl FS

1 3700

1 1900

1 4600

1 5780

1 52"C)

1 57,10

1 2300

1 0260,

I3IUU

13130

1 3C00

Special products

Product name Product code Product name Product code

r-rea lesi sirips 1 312!J

5yster-r1 solutrcr Selectra 1rl5tio

Seliura vials -r0 rnL 1 B/00

seleclra vrals 25 mL : B7i:,1('

' tri): t) itl t tl itrttrlt;t:!, tlt ne

"List of Applied Standards" is available on www.diasys-diagnostics.com

Status June 2018
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interseroh
zero v*",aste scliutions

Sertiflcate resources SAVED
2016

DiaSys Diagnostic Systems GmbH

Abteilurrg Qua I itatsrnanagement
|irr,-1 - 4r,,i.,: rr-1.:,t. i"lt:ii,' il;l'i,,:r. rr'1.,l1-)1.1'; L::i':r'..1,'i

Materialarten

lj';:: -' fj-,il::r',' i'r,'J: 1r-'

"- 
, .- 1: l'ljl, ,.: ,,

l.r; i::r':. ,.. l'3,irr;:i': '',"lti'::" h'1,''

L0.803 Kilogramnr Ressourceil L, ,ii

1.685 Kilogramm Treibhausgase i:i "{ r. r I

{,#,
t'. /

il

1," i .'



i "r

.AIO-€srtifikat

1. lnhaber des AEO-Zertifikats

DraSys Dra$nnstrc Syslertrs GrttbH
F(-lRl. Numttor DE 3324 1 68
iilt dcr arrrrll. Eintragung. HRB 7106
UST-]D[.lr(nJ : 0E 14S40465t1

Der in Feld 1 geftannte tnhaber ist

Zugelassener Widschafts betei ligter

- Zollrechtliche Vereinfachungen
- Srcrrerhert

ir ' Zollreclrtliche Vereinfachungen / Srcherhert

3. Tag. ab dem das Zertifikat wirksaln ist:

01 .1 1 .201 1

DE AEOF 110675
lNrrmnrer des Zerldkalrl

2. Edeilende Behlirde

Haul:tro'lan"rt Koblenz
Schloss Hauptgebilude
${i068 Kotrlenz

ffi lfl'i?,iTlill'-"'*

i

I
I

Eurtrp*iacha 6rmeinschaft

#"- \AE{},/W



Certificate
The Certification Body

tUV Rfreinland LGA Products

hereby certrfies that the organrzatron

DiaSys
Diagnostic Systems GmbH

Alte Str.9
65558 Holzheirn

De utsch land

has estabhshed and applies a quality management system for medicaldevices
for the following scope'

Design and Development, Manufacture and Distribution
of ln vitro Diagnostic Products

(see attachment for included product groups and
additional sites)

Proof has been furntshed that the requtrements spectfied tn

EN ISO 1 3485:201 6

are fulfrlled The qualrty management System rs sublect to yearly survetllance

Ef{ectrve Date 2018-06-15

Certrfrcate Regrstratton No SX 60129409 0001

An audrt was performed Report No 21256841 002

Thrs Cerlrfrcate rs valrd until 2019-11-21

ff na*sr\ 
De'rtsche
Ak'[red nerUng95te]lP
i) zr,r i..11(;9 31 02

Date 2018-06-15

f UV Rneinland LGA Products GmbH - Tillystra$e 2 - 90431 Ntirn
I'e .a-q';:' 5lU1, 1J7 rar -4!) 231 8q6-3935 e'r-,;rl ceil"valrdrlYg)Ce's1 69r hlip L!v\'r^, tuv COrnisA{eV

,. it.
TUVBheinland

of
GmbH

!

i
l

.l

ff6':y\
#rttSr?- '. I

r-Y-!-! I'l -l'i'-' -6' ./ r

Certrircatron

Roland
*' .,' ../k,
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TUVRheinland

TUV Rheinland
LGA Products GmbH

Attachment
Certif icate
Begistration
Report No.:

to

No.:

'{-illystraBe 2, 90431 Nr.irnberg

sx 60129409 0001
21256441 002

Organization: DiaSys
Diagnostic Systems
Alte Str, 9
65558 Holzheim
Deutschland

SCOpe: F':-:,CulcL crrlllls :ucl.uded:

:ieager.:.s ior- clinrcai ci:erntsr;ry
::n1nil13o:Urbldii:le t-r- r ci [.e 5 L5

- anaLyzer s f or Ehe clel-errnlnat.ion
.-rr'che bIcrcd
1:iii:;.on',r 1." r'i c c{:!a l. i ze r s

l:.or:tt- -ot - :,rre .ir:i I Y';re l-s

( o^u*:,.,.
Ak kredlne!'ur,8ssteile
l-1'lrvl 1tl169"01 0l

Date: 2018-06-1 5

ar.ld for

af g1'.rccse and lactate

Doc. l,/3, Re..r .J

Certification Body

fffi
r.TUvF^r,.:,, r
-- lt
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TUVfiheinland

fUV Rheinland
LGA Products GmbH

TillystraBe 2, 9043 1 Nilrnberg

Anlage zum
Zertif ikat
Registrier-Nr.:
Berichts-Nr.:

Organisation:

G e ltungs bereich:

ar,

II DAKKSrl Li*u:;:lrc
Akl.::edrnef unHsslP le
u 7tu1 14169,01 0l

Datum: 2O18-06-15

sx 60129409 0001
21256841 002

DiaSys
Diagnostic Systems GmbH
Alte Str, I
65558 Holzheim
Deutschland

ii r ;'::-:e z;..,i;,=nr: Bet ri ebs e :; l. t E:r ;

i)i,,rIirs It:r:-si:hI -p'! t.''t::I'L riei:s -Glnbl{,
liral::rroisir. l: , 65558 I'lacnL, Deut.schland

l-{erst.e.l l.r,lnq von Immunodssfi'rrs, Schne}ltests trnd zugeh'rrrgen
Ge::ar,en 1nr ller€:-ch cier kl:.nischer: Cher:ie und cier
(l*rlnjlilx?. 1r'e]- [.t.-ieb vt;r: Reitger]zl-en unci Geraten f tl:'r

I r', -',r.1 I :,:: cli a'gnos t i sc]:e Z',"''ec ke .

X,:.aSy's Tec):n,nlcgres S ;i r. i . ,

,1iap. 5orn.,, , -€82 rr-:e de -a Va'l s: er-e, Parc Eu::omedecine f 1,

-i{'i'ta (lri]i)(:' I 6, Ii':a:rkle.lt!t
- :ler:qt: -:i-1,:t nl'.:?,'.1 r: iil,ltL,:: i'i-:il f'r''l i\:1a"r:zt:l:

pil ,; :i'. crqni::l:e ri,\'giente Gll:bi-l

iiaLrn:,stt:.:f,e -i', .1 0'1 1:.6 L,r:.i;)eiq-l4arhkieehe::9, Deut-sch'i'an<l
- ies:qn r-ii:i Enturckl,,lr:.r l,'trr :l I"i v:l t::'o dlagnosti-scher:

Flalacr:ltz I el n f '.r: ci:e Dragnose u:'rd den l'lachwci:s lrver ser
l.1er!..er si:iw1 e I)a[. :i:iiIol-i:r.rIitt Sorfcrti:-aqncs:ik

Ze rtif izie ru ng sste lle

I

TliyRt o,-,.^'.
- 

- -t"-*

nd lli P,^\
t" -\--Z \

a'r
Bola ruber *5!Y



f UV Rheinland

LGA Products GmbH

Doc. 3/3, Rev.0

Attachment
Certif icate
Registration
Report No.:

to

No.:

0rganization:

Scope:

( naxxs
fl 

Dguis{:lre' Akkreditierunssstelle
D ZN,1 14159 01 0J

Date: 2018-06-15

TillystraBe 2, 9043'l Ntirnberg

sx 60129409 0001
21256A41 002

DiaSys
Diagnostic Systoms GmbH
Alte Str. I
65558 Holzheim
Deutschland

e-ci.r:r,ir:na.l st LCliii incl i',ltJeC:

,)r.eS,;s Di.sirrb,.t:lon rrance
{...ap r;,inl:r.a, 16[J:] r'J.il i(: i.] ',f;tisr€r'e, Parc Er-trontedecine II,
I+-rii,i G::abeIs, France
- D:.st1ilr-iLron of- :ea?ents and :.nstrLlmenE.s for ir:-v:Lr'r

c:.ign::s::-c ugg,rncl se:vit:e rct' :n-1,'lLll' ciagnostic
1:'iit f- rllment s

TUVRheinland

Certification BodY

A
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