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Anexa nr.7.2 la Inst
aprobatS,prin ordinul
nr.400 dLin 14 martie

CERTIFICAT
istenfa restanfelo4 fafi

CC

deb I public nafionalprivind lipsa sau

A194818

1. Destina{ia / HasuaqeHue

2.Dzte despre contribuabil /

3. Atestarea lipsei sau existen
llo4rrepN4eHr{e orcyrcrBl,Itl
CI4CTEMbI

4. Valabil finilla /

5. Autentilicarea Servici

L.$/M.n

Ex.ecutor: A. Creacico
Tel.82-34-2? prenumele/@auuara u

Este extras din Sistemul
cu aplicarea prevederilor Pct.

Ptn

AE

Nr.
Ne

din
OT

1r.r2.20\,9

urc26.12.2079

focyAapcrneH Halorosofi crry;x6rr

Nina GHENCIU
Numele {i prenumele/OaMHM H

al SFS SIA ,,Contul curent al ll 1t.12.20t9 ora 10:53
7 2-7 7 | 399, 28.03.20 14)

achizitii publicePentru participare la proceduri

/ Numlrul de identifiicare
rcoA / l'IAenu,r<bnKaqlrtoHHl'lf IioMep

Adresa sediului de bazl (strada, nu
A4pec ocnoeuoro Mecropacno

BG-MLD S.R.L.

lrul) Qodul - Denumirea
(ynrau4 uovep) Koa - HaulleuosaHlae

Tighina nr.65

fional Autom atizat I
quonnofi aBToM arIr3LIPoBa

restanfelor conform datelor Sistemului Inf'
HaJILIIrpr[, HeAOI4MKI4 COrJIaCHO AaHHbIX

c nafional constituie/ Hacertificat restanla fa!6 de bugetul pu

eAor4MKa rlepeA HaIII{OHaJIEHbTM rlyon
La data emiterii prezentul
Ebr,{aqu AaHHofi c[paBKI4

0,00leihefi.

Ordin IFPS nr.400 din L4'03'2014 (Monitorul
NOTA ,00)
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au caoital de'l 219 592,14e- SIREN : 318 365 - RCS ALENCON

ELlTech Clinical Systenrs SAS
Zone industrielle
61500 S6es - France
T6l : +33 (0)2 33 81 21 00 Fax:
www.elitechgroup.com

33 (0)2 222877 51

CLARATION DE CONFORM

Nous, ELITech Clinical Systems SAS, zone industrielle 6150.0. SEE

rersponsabilit$ que les r:{actifs ap[artenant au groupe 2 < ENZYMES >>, rdfdren

aux exigences essentielles des I et III de la Directive Europ6enne 98/

diagnostic in vitro et au code de Ip santd publique'

Cette d6claration est basdd sur le contenu de chaque dossier technique

dr: notr:e:systdme qualit6 selon la norme NF EN ISO 13485 : 2016 (Cedification v

(Voir liste ci-jointe).

DECTARATION OF EC CONFO ,TTY

ofour quallty system according lp the standard NF EN ISO 13485 : 2016 (Ct

(See attached list).

CI6N CE DE CON,

Nosotros, ELITech Syrtents SAS, Zone Indurtrielle 61500 SEES

responsabllidad q ue los algrupo2:"ENZIMAS",
con los requisitos esenciales los anexos I y III de la Directiva Europea

salud p1blica.aliagn6stico in vitro y el cddigo
Esta declaracidn se basa el contenido de cada DOS-CE-XXXX tecnica

nuestro sistema de calidad
(Ver lista adjunta)

la norma NF EN I.9O 13485 :'2016 (

S6es. le 28 Jrlillet 2017

hereby ce,,tifY, under oll own
hereto, conirorm to the ebsential

V'al6rie GOURDON,

Responsable des Affaires
R'.eg u lato ry Affa irs M a na g er
Responable de los Asuntos

C6cile cOUEiAULT,

Directeur Gerdral Delegue

I

!
"l

Soci6t6 par actions



DCC

El-lTeeh Clinical Systems SAS
Zone industrielle
6'1500 Sdes - France
Tril : +33 (0)233 Bl 21 00 Fax : +

www.elitechgroup.com
33 (0)2 222877 51

GROUPE 2 . ENZYMES
GROIIP 2 - ENZYMES
GRUPO 2 - ENZIMAS

i
I

DESIGNATION DU
REA(]TIF/
REAGENT DESIGNATION/
DESIGNACION DE
REAI]TI1/O

TEFERENCDS/
(EFERENCIAS

NOM
EC FI
NOMI
ARCH

U DOSSIER. CE/
E NAME/
3E DEL
VO CE

Code
GMDI
Codig

MDN/
Code/
GMDN

ALP (DEA) SL 'ASL-0400/ 042010230 DOS- tr-PASL
928

ALP I1NVOY ?IVD-0850 DOS- E-T']VD

ALT I]NVOY ILSL-OB5O DOS. E.ALSL 4+1

923ALT /i GPT rLAT-0200/0400 DOS- E-ALA.T

ALTIGPr 4+1 SL
rLSL-
t4ro / 0430 I 05 l0/0250 I O4s5

DOS- E-A-LSL 4+ I

AMYLASE ENVOY tMSL-0850
DOS_ E-AMSL 940

954

AMY]IASE SL q,MSL-O390 10400/0230

AST ENVOY \SVD-OB5O DOC- )tr-ASVD

AST/GOT \sAT-0200 I o4oo DOS_ E_ASAT

AST/GOT4+1 SL
ISSL-
\4ro I o43O I 05 10/ 0250 I O4ss

DOC- )E-ASSL 4+ 1

CHOLINESTERASE IHES-0053 DOS- D.CHBS 'e7r 
l

CK E,NVOY IKSL-0850 DOS_ E,CKSI, oo3 
|

-a

CK-IUB lt(MB-0030 DOS- E-CKMB

994CK-N,IB ENVOY IMSL-0850
DOS- tr-CMSL

CK-I\{B SL 3MSL-04 rO 1043010230

CI{ N:AC CKNA-OO3O DOS_ E-CKNA
3

L,I\ NIAC SL KSL-04 LO I O43O I O23O DOS_ )E-CKSL

GAMMA-GT SL PLUS GrsL-0400/ o42o I osOO I O2sO
DOS- ]tr-GISI, c

Y \o27
GGT ENVOY GISL-0850

LDH ENVOY ,LSL-OB5O
DOS. )E-LLSL c

l 72LDH-L SL ,LSL-C)400/ O42O lO23O

LDH.P ,DHP-0030 DOS- )E-LDHP

LIPASE ENVOY ,PSL-0850
DOS_ )E-I,PSL i 108

LIPASE SL ,PSL-0230

Societ6 par actions simpl

E-G2 - I/28 - Juillet /July /J-ulio 20 I 7

l:l

fi6e au capital de 1 219 59214e- SIREN : 318 365

i ; i{-ql li,.r';g;;'1 : : *l ri:t,..":i

id'r"'IF: , "li)r
:j.j.i ;.i1 .t..r, r.,. ,,.' ': -:

iJa,.':/ ;.rrli,i;.r

18 - RCS ALENCOT'I

2/2



EL.lTech Clinical Systems SAS
Zc,ne industrielle
61500 Sees - France
TEil : +33 (0)2 33 81 21 00 Fax: +83 (0)2222877 51

DECLARATION DE CONFORM

Cette d6claration est basde sur le contenu de chaque dossier technique DOS

de notre systdme qualit6 selon la {orme NF EN ISO 13485 : 2016 (Certification val

(Voir liste ci-jointe).

www.elitechgroup.com

We, ELITech Clinical
responsibiliU, that the reagents
to the essential requirements of

SAS, Zone Industrielle 61500 SEES

to Group 3 "ELECTROLYTES/TRACE EL

I and III of European Directive 9B/'

devices and to the public health
This declaratlon is based the contents of each DOS-CE-WXX technical

France, d6claron:; sous notre sr:ule

standard NF EN ISO 13485 : 2016 (

RACION CE DE CONFOR 'DAD

SAS. Zone Industrielle 61500 SEES declaramos bajo nuestra
al grupo 3 'ELECTROLITOS/O1

a)r

of ,our gualiU system according to
. (See attached /ist),

Nosotl'oq EUTech Clinical
res:pon:;a bilida d q ue los reactivos
list,a adjunta, son conformes con lps requisitos esenciales de los anexos I y III la Dlrectiva Euro,oea 98/79/CE

dis,oositivos mddicos pa ra in vitro y el cddigo de salud publica.
respaldado por la certificac

nuestrct sirtema de calldad segdn lp norma NF EN ISO 13485 : 2016 (Certificacion hasta el 27 de lullo 2020).

56es, le 29 juin 2018

Va116rie GOURDON, C6cile GOUBAULT,

Resiponsable des Affaires Rd taires D6ldqu6

Re17 u la tory Affa irs M a na g er
Re:iponsable de los Asuntos

.)

ELlTech Clinical SYstems
Zone Industrielle

61500 SEES ' France

T6l, : +33(0)2 33 81 21 00 - Fax I +33(0)2 33

slRFt 31S 365 228 00036

tbre

,de

-'-':'-r-'; ---'-'-':'-'-'-'-:--- -

Soci6te par actions simnlifiie

DCCE-G3 - I/2 I -.luin lJune / Junio 20 I 8

au capital de 1 219 592J4C - SIREN : 318 365 22 _ RCS ALENCON



I

LEMENTS
,ENTS

'MENTOS

DOSSIER CID/
N^AME/
DEL

ocE

-CALA R&Stcl

-FEFIT R&IStd

-MAGN R&,Std

-MAGX-R&Std

Code DN/
G

8c)4

q!.

.t.i

l1

^!,

l

'\/(;,

ELlTec

Tdl, : +33(0)2"

Clinical SYstems SAS

Zone Industrielle

2'348 i7 s1

Socidtd par actions s

DCCE-G3 - V2 I -: "luin./June / Jitnio 2018

DESIGNATION DU
REACTIF/
REAGENT DESIGNATION/
DESIGNACT6U PP'
REACTIVO

ALA-0600/02s0CALCIUM ARSENAZO

CALC]:UM, ENVOY

-CHLO-R&Std

FDFI]-R&fJtd

HLO-.0600/0250CHLORIDE

FE-0230/0600

EFR-0600IRON FEFIROZINE

AGN-0600MAGNESIUM CALMAGITE

AGX-0850MAGNESIUM ENVOY

AGX-0230/0600MAGNESIUM XYLIDYL

au capital de 1 219 592,14C- SIREN : 318 365 228 - RCS ALENCON



o
Oz
U

a
d

I

q.
@

I

,e

3

6
.E

3=

i6S

5S
3;

i..

zo()
z:
a
O
6

I

9

z
,!

o

;
!
:a

.q-

.q 
-<5-i

Q:.

t
o
a

q

l

r - !-
:f oif\* EUF; .bt A.dx o"s
U : Ft
e E FS'u usEl .-3;r6

_8p^h
EN

: F Er
i( .d, o.,r6 TR.! ii
= ijNS
; i eS-< )'

! 8fis* I,
,; E t{'6.8 6e:* i

o (JtS
.g BEE -* ftH'S
S;cid

\-,r.ri

E

I

o

-EqH

E;
z;^
^.li*o(,c)

o
rO

O
D

o
o
to

o..o
rn

o
c)
co

n Oo
C4
to

E
U)o

E-
zo

t
EHas6o
HflEl"H0
el?<

.1
o
O

O
a

,la
T
r)
rr.l
O
U)

o

E
r
O
(n
oo

JJ
J
r
O
a

OJ
;q

(_)

0
o

I

G]
O
a
o

JJ
a
.J

O
a
o

<t

F
r
O
(n
o

.J

O
a
o

U)

o
a

t'l
P

o{
2

O
N

o
N
N
O
,t
E
O

n
@
OIa
O

N-o
<fo

On
9nr+

XY
U3
NN

;r
(JO

coo
@

O

,1

a

oo
o
m
O
O
o
N
O
J

tl

O
\o
Oo
O
J

LO
@o
!J
a

D

J

J

O
$

N
o
(,

F

On€o
-]
E
3

ro
+

qi<
D6

\<
N;\

J'-
EF

tn

o
O
In
No
,f

o
t-

z
F
$x ZA

a Y42nL

<faU<>
FFfiFF
a440<ArrlrqtlqaMMqH

o

Fa
q

O

o
z
J
o
ftl
Fa

f

O

j
a
,_)
o

Fa
q

o
O

o
N
Ia

o

riFa
rn

o
E
O

cl,'l
a

,-lo
r
U)
cl
J
o
CJ

a
u

a
!
o
O

o

o

o

Fa
t!

O
J
E

z
J

H i-i
FA

-t
^iT>

JF

z
a
q

a
H

I

p
t

J
UJ

o
a
o
ftl
O
J
93
/, b)

a)
a
A
a
O
5
<t
u
F

6.-
N

ox
., f,

xb
x5
_UC

XE

-oY

itES
-Go\14!ld{jY
r o*
8S:
F!\
'€t
.\-q'FX:

i" s.
HSS
YSv-EP
si* -s
F U,s

:iFIi* nN ESI
R $s$N A SE
F- pR$
F Rfi!$ RY;$R T .FEN

5\
oi
-a\
b

t
Sg

l
I

H$H{ir
HSe>o\
tsB

o
F

N
N
N
N

oqr

a)<.P
o9.g .,e E">^ P: Qv, iw o
=OuOtU=LOg'- 

=.'-9{I=i;xl0.tn
€ 2/r'JiA=
l'j =o{ o
F 99..;
UN@F I

E$$$$E
H ESI H:
U SE* EE

$ttiust
H 

s$$$$$-

$*$isii$
FE$ IJ

E$IF$F

IE$$[$
F R$I *E
E s-sS tt
il $$,i tl

gt$rsts

.-

.9c

:!
c.l

9
.{
N

*83 rc6
d b x :=
o: f ;.4

",E ll 'N
i =E ON
P;'g de
o 6.o .ro *

3''E *I
eE 6 "*O.;E X O

F o 
= *Eg9: r!=uJ --:.X ; ;(J gs* gg

uI EH,: 'HF "tiu fol{ q.n;' 
= 

l:
E IEF EH

E EEE Ha

= 
oq FiU EH* H8t! ::; .5 iiO -;U os

6 H5! ;cH -;.:g+::k 3;isl:
tr sEEd*EI Ej,U*;3Ll as.g:.fr€
H E $fiEE *

.E P= -9 a|H EoHiEo{
;'Ht i,E *
E:EEEE- AEE.U:
o-.",o:"*

E=H5*s
cxo u
*x P €U;€ U

o
r
N
N

N

I
o
+

al<,$

.C ",N FX P: u

)\-Lo p
'=.F , N Er

;-E [r9b

# 9F i.3
JOFOP
UN@F 

'



z
o
Oz
J

t
I

z
U
v

I

:

6

3

!E
6
,E

P:€"1
: -..'

o-'

!
'.)
t!

z
o
Oz

Og
I

z
e
6

"i

6

.i
.E

E.:.a 'l

6:

!sR:.

:l
::

l
o
I

FN

g.EUP
: il A.dFi olu
Ei :Fs '
3 gE8) ,"-;*
.hj 9b,Hr io o<a I. 

:.i, 
i

.s

pss E,
o1'&;3
u sE ','.

--;iSt 'r

X:P€
E g*€
: o,\-o \'\
U=i'* ', 'i

.e €H€ r., ,,
L O= 9 )'g *R*j! e.E &

:*-!zoHA!=
Edo
? x.$
6E 5

oo
f
$

@
C.l
t-

coo
\o$
d-

cooo
\f,

o
t\
d-

!o
r+

o
6 @

6
@
@
t\s

a

ao
In

No 6
@
IDn
!D

tl
t!
a-

H a.q Ei5!lo dRL)e tla
R T]EE- !trlHE-hEO
zoaz4

O

I
rn
o
a
o
o

Fl

O

.i
Fl
E
C)

a
a

o
N
J

E
O
trl

a

i)

O

O
a
o
a

o

(,)

U
a
o
o

N

O

O
a
o

5
rd

C)

a

F
f,
kl
q
O
a
o
o

O
O

)I
o
O
a
o
o

Fi
Oa

O
U)
o

O

D
iN

O
U)
oc

a
ot

F
r
O
a
o
o

oa

r
I
a
oo

ta

:l
3

>o:(<
zzeFl
!'l tdEE
Et t4
MM

v

o

J

f

+

,l

,l

TQ

OI
o
E

Oo

(,)

@
O
O

E]

O

tDq

ri

U

@

Fz
r)

co
O
F

o
(-)

ron

3

€
oo
ba

N
+
Oo

iJ
U)

N
N
O
O)r

q
O

O

F

11 >
fi>f;
fi8Xe44>4aAgA
z9. z

te?z'tz
h4anrqH

(-

tr

O

N
J
o
E
,to
q
at

,-l

O

o
Fi

tr
'1
(.)

c
N
j

F]

'l
&
F.l
Fa
G]

O

J
!
u
tr
O
O
N
E
h

!

d

a
Jo
F
m
H
o
E
O

.l
o
F
o
I
r4

O

'l!
U

N
d

d
d

6)
kl

z

(-.)

N
J

d
"i

J
o
F
.l
td

Jo
f-
J
ftl

5
m
E
oa
!
d

d
6
kl
a
o
r)
D;
o

._l

Fz
O
kl
U)

J-
M
F

O

(J)

a
D '-.1

o\
zd
rn-
Md
Od
id

>.6,

c

O
N
E
d

"d

o
U1

v)
ln
A

q
(_)

o
d
F

J
!
OD

O
ID
!
d
!
d
a)

bt
E

N
.gN

ufr

XEXNX-;x>
Y.9

.:o
9oh
=lrf
Q Eq*xo
gsN
3 3E6 !!V
o.E e

a;z

Efz
R=P
SEE
s^ccq ug
Fs F
R:E
6d''

8'g ExP6

; s.E AEs* .g

8+ I e
4.6' s
9Eg p
xPc !EE3 9

-E gR

r$iluEs$R*

Elgtsi$gliggg

H$ituE$H$$E$Ii

$giglgsgit$stg

o

=

N

-q

eHs

r
q
N
N

o
+

<,F

g ",N E
> vE 9

= o uO -U;LO g
'E 

= .',- lL 91
XZ U9I
cP<i9i
H.= n'i o
r: 9 F .. r:r 6:6 I
UN@F 

'

oouF;q
OEK
u -oi.E -
a-9n=
:G.Oy.e 

S
9 ;..-oo-
-9:i s.r<f,

uJ "-ZXe pc;
uJ s>l c
t- L;ji *k a4-iz HB:-a,Y - t o.o5 ad;Ell :>gl:z -E g;
o +'9 E:(.) ;E uilu =go:O EV S E

z e?98O R9FS
,-{ -VYl-l- n ow -

E ezFHq E H 9P6 *X::
UJ _ *RE

!C6- -Xs E+r U fi
=+1 E=
" E o'U-'U, F

,u vr 8e
dsSq
-d- iiq'q.iE

25.=!
3 F::
=9>
F90pgE

ts
@N

,N
N
o;

,,;<.F
6L
aQ
fr Fc

' 
AN h-5 9= u

q, ;w o

E#I3 E'E i _'_ !L 9)

=E U9N
-:.o- QE =A':EH =oT o
F 99 .i
= 6:6 PUN@F 

'



z
o
Oz:
O
IL

I

z
U(

I

l
N

6

3

E
E
6L-

.9 6l

E:
'o <iE:3:

:

I
L,'

'I

z
o
az
l

n
I

z
d
a

N

.E

9l

qi

]
r

-
_!q

i=b>,
<.i11d
x rJ\9
U :8,ps rq R'fi
F EFE6 i-sd;-_.; :. .1.!

;; ',!i,
: !.:1.:. _,\

"siis'ad
9QrFF3=-{d .o. 66 Ys.€ ri

= 
p,{\ 'il; *esf ;r

! 8ir* 1\
,^. Et$'r 't
.3 5e:* '\o (., xFd

:H Eii H

! g$rs '"

ib

r.h

IN
l. :-
N>"

t
R
I
I

I

I

i

I

I
I

:-

NSa r!*.s{r h\
N d i ,lrHFt tp
g$$s$$

t s*; *:F

$FHE$'*g

s$s$ii$

Et$sEeE

Sr$t*$g

frg$$$fr$

$t$$i:E

$$$$$$
uSs t

'i sF
F >N

N Xi
.IilS
\ esi Rs\ -t\
S e'E
q h,!1g sYF*+P
REdR

$t*s
: UFJH
R\HR
g *8:
FSol
*: HR
H.dt5
S$8fi
sr Fe
oh ll
E$*i
S S FE
BH SH

F:R} I
Ii_s$
Es lS Bs sSi ;teS* P

SFEi #
r.d9o Il
*,r.8 s g
RN E
SR' ES
,Ys. SR

(4-

E
p.4

;-!zoH
A!E
Edo9rz 9.o^.F
6E 6

co
rn

n

\o
c/)

n

E-iri frl .@ =iro dxa z;
D Ap

E-trE
zaaz

E

4

U)

J

a
a
O
U)

E3
zz
EE
frh
l.l Fl

O
on
a)
E,la

Oo
!1

=a

Oon
a
Ja

h>
h>h
xrsd<d
EEHznz
o x.o
,1 H,.l

IE;
z,F'7,
a4A
A r'I Iq

t-.

=

z!?
Y:.
Fd
)El<

^!2
<a

?o'7

n

5$z>lo-d
E<
-@

e>)ZA
I-r
<ii
rJ. O
E.q
-0DC
a(a

F
)9
LN

N

o<
-tr
,-r gl
oiah
!tn

a()

E8g;:1uH,q",N
f,Fi=.:N
d-fd:F o * o-o
5 *'g -! 

=.cUst.1EQrx'
F E:T*
F€eqi
5iidQE
1!PrE
HH{9e?'.s€-i 6.q.E5
l*P9.:
35Egc
f R€ ioI q 5 FgV E EEZ
* 

"E.E.g -'RocEoz
6-EEE
o06.:9
6 -r,9 U -q
9Ex3s:
I:BB:fi
H o 9 i.;:ii o rE.li €

9gtEE
E3['uo
Fq*diE
e"'ESgt
-U.g PE E
e F 8.8 E3,il.O ! -

eEg#:5 t'u o.6
Ee.9 E.
vqq EogFX EH

6$
:E
$E
:d
$s

i.q

I gFJ
q ,ES
S srtd
!! HU,s lsq 5F

tr*v
h \-^i

^ E'lv .E^
t s$
o 86
F NB

E $.R\ nS,
dEE
|{,l q\!na nS

:ET
?i

^s
,Gq

di
ss

.
b-p

HPfi.98
9EF
.9,srcJ()
= Cr'=9urg
-c 9u
PEfi
t 8i

e$e'+E i
..OJ E :oJ6sf;
iEoo
."u2 il
sEg
?35
;8H

F=E
3d3o,ooa,r?
rd'

s*s
EgE
6e &,dc,(,

rr
N
N
N
N

.+

ai<.F
@v

F --f eN b

!!=LA O

=E [t9bii3*-e
hi =o {: o
F 99 ..=
f b:6 >UN@F 

'

g

s

6tr

e'!

_q

E

g
c
E
su

o

lu
L)
UJ
F
E
d
oltzoI
tuo
z
ot{F
a
5(J
uJo 5

6

UF
:lU

n
Nr
@
N
NN
!t
;
i

a-< .!Eor
trvI .& 5

: O EO J)\=uo p
'=.Y ' N AiE EO€
..;i3s9
\{ =a'i O
#9Fi'3
;,s;iP *



i

JO

<R
frbgr!

,a(Nt
c
J
.\

\
\

\\

I

i
6

N

co

c
U
@

o

3

o

4
@ U

€

t
c

E

E

N.;

t!,>
ai.c 346.q
EEE
*"Y +
EE>
1E.S
Y,: X

b v: o

n= E d
FE,O;
e,i.!5
PJ FE

"0.F6

'5 aE
0* c

.! i6 ::
-,9P FYoE:

q .: - ugE4;

I qc q
;;3:
k9ii>

Et

;E
EJ-

:2 0

o'",E
f9:
g-9

tr30

c^

E

I
p

E

3'q iR
o >:i
; Xi-
9v-ttsx€
d 818

U

v
Fr

u
o
T

;
E
c

E
o

Eo

*
g

o

!

I
:

t

t
,
t

t
2

I
iol
f;ts

I

I
Efl
fl,c

>g
EA
T;
*,P.!9
oo!E

;p.

9g
oe10:
P>.
EE
;>
dE
Itsll€

;&

d

q]

g

fl
d

o
R
\P

T

I

3

I
al)
l
1

fi

o
z

;
z
6

u
=E

AE
Efl6d

c ea
f=-

3Ei

'E
rc

3
0

!
o

o
,9
o

o

o

€
d
.3

@o

>s,
oN()if;Eg
(!j5-
*o F T g
9NYYgio a XE@;YOohEo:=_

fe
-l o

E-cPcuoFc
EF6'{
!!;1glE

=--6]",:4u'oatH,9>o cyuE'=
!E-o

-? 9 q 
= 

b+6 € E E 3_e> e ;E6 d i o .s

@

t'
lo
lo
!@

it
to.

t9

t9
t>

10

I=

io
i9
id

lo
@
l>
iF

Lg.

ld

iH
io
IE
tq
lo
i*
l6
19u
i= -Y
t9 9'
E!
ix @

lAE
iFO

g
o
!;
@

E
ii
A
UU

O
4.

u!
-H
c;
cF

uE
oa

-t 6
2Rft
-Hr

saEd]E B
G.L g
u'i i<*-n

tr?a
I



manufactLlrers of clinical chen'l

pLrblir: of Moldova

et, offer, seIl and sLlPPort the

ProXS, Selectra Junior, St

3oo and Mlcrqlab 3oo

r type cf plodtrc{sirehted'

of the gL Tech Ciror-tP, I erebY

5i:ttNTtri{

F0. llox 100

6950 AL: Dr*fen
i'8i fi*,r.tselae rlveq rl

119$lj A\j I Dar'l(eiil\l,riiit1i.)l
"[iie l\gtnerlijt]tiii
Terl; +.31 3i3 /'.3B8fl0

Iex: r.:11 313 4?78iJ7

Irnnri: r*fo@vi:al.n!

Vy'ebsito: vvw$,.vi
lirt no.: Ni,.B01 33$ti50B0l

a na lyze having headquarters

rms that companY

owrng pfo cts in Moldova:

Pros, ProM, Selectra XL

lines (or f the Flexor line).



c,u.l. Ro
R;G.: 0"1 1.2003

Capital
Banca;
IBAN: 24

Biomarketing Group]-
I

CTS ROMANI,A
4C, sector 2, Buburesli,
'producator de

Emerald siCell-DYn precum si

acestea, avand caPaci de prod

California, Germania
mentionate funotionoazq in

Abbott.-

lei

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

nt in Romanria (Strada G

la MEC
biochim

sub nr. 1069'122) al
si imunologie ARCH
reactivi, contr,oale, cali
in SUA, Abbott Park

, Marea ritanie- Darfford. declaram
numai cu reactivi dedicat

DUCTS ROMANIA SRL

ili,ii;t's
jviliil,q

Mani

'irvul
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S ,Abbott

Certiiicate Identifi catlon:

[,egal Ma ri ufactu rer's, Nairlc:

I,egal Manufactu rer's Addt

Date Issued:

Siupersedes:

CIILL-DYN Emerald 22 Diluent

Declaration of Corlformi6Y

sc-09H62
Abbott Laboratories
Diaqnostics Division I

Place lssued:

Effective (Da
Lot Number)

anulactu

Ciasslfica ti0
List Numbet's
and Size Codc

ol'Deviccs
GMDN Cocle Nanles and lle ription of Deviccs

09r-t62-01 5823 CELL-DYN Enerald22 ILUENl' Self-clecl

Authorized European
Represeqtative
(Name and Address)

ABBO'fT
Max-Planck-Ring-2
65205 Wiesbaden, Germa

'Yay

:erials B.V,

erlands 741 8 AM

elials Poland S.A,

lcurrrentation

Sitor.age site of technical
dlocumentation
(Nan and Addrcss)

Abbott I.aboratories
4551 Gleat Amelica Park

Santa Clara, CA 95054

Avantor Pet'fot'ma.nce Ma
Teugseweg 20
Deventer, Ovelijssel Netl:

Avantor Performance Ma
ul. Sowirrskiego L I

44-l0l Gliwice. Poland

[Iarmonized Standards Listed in the l'echnical

liull ),lame: '

['osition:

Date of Approval:

Full l,lanre:

Position:
I

/,"n " 4f"b en '** l*P Date of Ao

Abbott Park. IL 60064 USA

July 2017



Abbott

Certificate Idcntifi cation :

Legal Manufacturer's Namei
: . . 

.i

Legal Manufacturer's Addrgss:

'Ihis declar:ation is made irl a t'dance with
responsibility of the manu u rer'.

liignature:

Irull Name:

Position:

Date of Approval:

Date lssued:

Siupersedes:

Declaration of C mforrmitv

sc-09H61
Abbott Labolatories

Abbott Park, IL 60064 USA

Names and Descrisrtion of Devices

CELL-DYN Emerald 22 LY SE

Signature:

Full Narne:

Position:

Date of A

Place, Issued:

Effective (

Milna DiPano _--__fl
_rygt"'' "l&EIBt"!r Aflails

Self-clecta

CELL-DYN Enerald22
lrrlr' ?O17

Declar atio r of con fo, l, itv
(lRrs irz;

Pase I o1'I

List Numbcrs
an,rl Size Cocle

of Deviccs
CtassiflcaJ

09H61-01

Authorized European
Repiesentative
(Nante and Address)

ABBOT'I
Max-Plancl<-Ring-2
65205 Wiesbaden, (

Stor age site of technical
docunrenta tiorr
(Narne and Address)

Abbott Laboratories
4551 Gleat Aruerica Pat r

Santa Clara, CA 95054

BIT
Parc ll,
Rue
340 r.Ce

way

dex 5 France

[Iarmonized Standards I.istcd in the Technical I lolt

'We, the undersigned, hereby d
tlE lnarking, confornr with the
of the Council of 27 October I
lhe rnember states,

are thr
plicaL
Eonlr

rt the in virlo diagnostic m
le provisions of tlre EC Di
r Vitro Diagnostic Medica

edicaI de'rices clescribed above and trearing l
t'ective I 8/7 9 /F,C o I the Eu ropean Par'l iarnen
I Devices as they are tlansltosed into the law

Lot Nunrber
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S Abbott

Cei'tifi cate ldcntifi cation:

Lega)l Man ufacturer's Name:

L,ega)l Manufacturerts Add t'e

I)eclaration of Cor

SC-()9I.I6O

Abbon Laboralories
Diagnostics Division

Abboft Park, IL 60064

rformity

List Nurnbers
ant{ Size Cocle

of Devices
GMDN C cde Names and Des ription of l)evices crasslllcate{f r

09H60-01 s8236 CEI,L-DYN Enerald22 asy Cleaner Sel f,-decla ne

.4.uthorized Europealt
Itepr,esentative
(Nanre and,Address)

ABBOTT
Max-Plattck-Ring-2
65205 Wiesbaden, Gemre

Storage site of technical
documentation
(Name and Address)

Abboft Labolatories
4551 Great Amelioa Pat'k

Sauta Clara, CA 95054

Avantor Pet'fortnauce Ma
Tougseweg 20
DeventeL, Ovelij sriel Netl

Avantor Performance Ma
ul. Sowinskiego I I

44-l01Gliwice. Poland

ls B,V.

rds 74 lB AM

ls Polirrd S,A.

Flarlnonized Standards Listed in the 
-fechnical 

D, ation

'dy'e, the urrdersigneil, heleby cle{lare that the in vitro cliagnostic r ical devlcss desclibed above a.rtd bearing thd
:tive 98179lE,C of tlie EutoDean Parliatnerttlicable plovisions of

on In Vitro Diagnost

'dance with ,{nnex I

C)E narking, conforrn with the
of the Council of 27 October I
the mentber states,

T'his declaration is made in a
responsibility of the manufact

re Etll'Opean l'al'llatnelll
lansllosecl irrto tlre larvs

issuecl unlict' the sole

Signature:

Fulll,lame:

Position:

ttate of Approval:

tlate Issucd;

Super:sedes:

Full Nlanre:

Position:

Date of Ap

Place Issued;

Effbcfive (Da{e oL

IRIS VII,

CEILL-DYN Emelald 22 Easy I Ianer

July 2017

Lot Nurnber):



-=J mnott

Certilicato Itlentiticati on I

Lc;gal lllanulhctu rcrts N anlc:

Legal Manut'ttcturcr'$ Adrlress :

Declaratio

lic-09i I7.

Abbott Lr

Diatrnost

n of []onl

?_
r bor'a kl ios

os l)i viriiort

rmity

Abbott P rrt. I1. 6()()(r:l ( SN

List Numbcrs
and Sizc Code

trf Dcvicos
GMDN Co, (! Nr mcs and Dosc iption of Derviccs ,(ll ns s ific atio n

09LI72-0 I 55866 C]ELI DYN 22 Plus Corrtrol, Irull Pack Scll-rlccllrcd

09H72-42 55866 CELt DIN ze Plu Control, IIaifPack Self-tleclnrcd

Authoriz,cd Europctn
Reprcaeltatilrc .

(Nmnc and Addross)

ABIr()'f:t
Max-.P1anck'
65205 Wiesl

Iting-2
laden. (lcrltarr -l

Storage site of technicll
documcntation
(Name and Arldrcss)

Abbott Labciratories
4551 Grcat Antelioa Palkrv

Santn Clara. CA 9505'l

Strcok, Ino.

7()02 S 101)J1' Stteet

La Vista. Mli 68l28IISi\

----llHarmonizod Stnndirrds Listed in thct Iechuical Doc l1tellLauon

Sjr:; thr: undersigngd, herobv doc)

ClIi martiirg, confotm witlr thc ap

of the Council of 27 Ootohet 199

thei menrber states.

Thris declarnti<lrt is rnsde in acc

rcsponsibility of thc nranutactu

:e that the in rritro diagnoiitic ulecl

icerblc pt'ovisions of the I-.C Dilet
on In Vitt'o Diagnost.ic Mediqal L

,1:r"- 
rvith Annex III of'the IV

:al clevioe:s clcsolibccl abot'c i:tril Lrcaring tlrc

ive 98i79/LiC o1'the lir-rt'opean L)ar'liarlent trntJ

:r,ices as thc-v al'c tt'ausposcd into thc latt's o1'

r Ilirecti'r,c and is issucd undcr thc solc

Si;lnatrue: /] ., 0
,/ll/vLzv- ignaturc:

'l'hao PhanIrull Natne: Altl'ed Evrrn rliull Natne:

Position Director', 
'Qu

1i11,' Assur-anoc Positiou: A s,l.' nt"t! t 1tl! B! g.I. t.'l'1]

Date o.fApploval: )/rt I 20f? J)ate o1'Applcr i.l
r! /')
N$ttl Ll . 'Zri trt

Date Issued:
/

t AY 0e ?0$ ililace Ilisued: Al.rbotl" Santu C'larr

Supet'sede s:

IRIS VI
Anr:il 1.5. 20 6

Bfl'ective (Da

Lot Number'):

c)f
HAY S S 20ls

CEl.I.-DYN 22 Plus Control
May 2019

[.--rer:laralio



Rechizitele bancare:
,str. T'igl'tina 65, of. 607

eclaratie)

ital Scientifi c, Olanda;

tt, SUA,

BIOMARKETING GROUP - MOLDOVI

tel./Jax: (373-22) 5 4-7 3-7 3

tel./Jdx: (37 3 -2 2) 5 4-9 I -2 0
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