
;-{{

9^
dj ;

-5
5 f,.^CD

Y 6!-F-

Fl I E}gIaEEfif,II

$f, f rlg+?ig$gilF

'FerigBgfif,?Fi$

: g i€ggA 
-ig 

a ar Y

$ i [$sii iE$Ei il
+ E Fsil+E EiEig g

I F i;giF griEr i
gEraFEE$lgF$i
B F :i-Tig g3F.F; ::
H + gF:;i FTFFE g
g B 3Et5F F!+::- +

+[F[i eiFFE 
g

ggF[$cl[g$is
e * EFilF FElrr

+.+Fcrra€[F

I

:n

d

I

I

l-HgFEFFE?E+E
I $EBFia= "_;i s ? iF

E-
N'p

3z

Pa
F+ l/

aa

gY

EZ

u6

&

N

z

3

p

SSa\sSS
\o

tsS
SE
ssR\tF\3.
k*.\E
FNr

:
3

A-

E

ts

s
s

L
o
R

st

R

?

s
!

e.

R

F

&

6'

G

R

R

=:
F

!Y
iN

t

t
N

I
6
J

i'
0:

E
z

EIPSPSEE

cpFeF-ggiag-lx [ =-3

H'fi"3€V
I 3 H5&
I E ;:s

"iiu?a;6.6;1 g.E =

=6

pp

=6'?:
ON

3N

@E.
o::
o+
NY

=xo5
aq

Bq
<8.

2:, Z 2:,

i!"



a 5x !s5f

F$$;iEF

!'ltc-

idgl

SsHEstri=
Ng E g

*EIE!a-x=
S+rio

:\m

:E
S(tr
F< 

=
^q!1i'5-o

F*o
i'6.9

RHE

oc3

Ntr=

\=.N:ga
*o.=,

XF:iieP
s8 d
N'N trs8 d

r ['
i -,d

E5,Cr"B:o!
6'rx
tR'$5'
gs9

\P

$6

!P
Bo

di5B8

P
o

E:

F,
a

6
d

E rra
PH:,
6 E'F''
E EE

d+=
G r'bi
r3E(q..,
r r.E

*5
$J

as-tr

p

€
m

o'

o

o

gp F

o=
pl
+?
5?.tr<

=6E6

*l

o

o

o
R

o

=s;

R

t

j .:i ,'
| :'j "i :,

\.Y- -i,.\."r.'
SE,: R 3IisRiiss * NE $

:3
ag
it
tl

I'3.
i\

$l

lo
iR

€i

;i

iF
s'R

s>

€3
SR

bR
:.b

"X3[i
qR

^i-i*
+l

sl-
s' ri

o-:

:F
s!*.i

Ri
R'i

*,4*>

s'd

sr

5&

dd.

\:
dl

:>
!6^

$!
b6,

:\
iNgR

*6
*B
st
ir

:'!
E!
3Si*

g6

=,4 *
g;=
<=Y
F:HHpd)=^

pi
F3

iE

gE

5-F-

d=

EA
6'

5q

o.5

:i€ .'!D

:i's\::i

RiRi1X

p.3
sF
iq

F6
5F
F6'

<:
s: s
sp
S:
F3Rai
33

\sdk

^F
sN.

gs

\H9li

Hi

's!
IS
:i
6-r

RX
:F
S\

bd

r:

€:'
6F
s'd

s3

gt
$!

Yd,
d&
:6

d6

qi
6\
6F

E3
Q3*:
$$

EF.*R
*!
iN
8X
\dgx
+a

t!
:s
d::
ls

ES

+:.

;'3lc

a- d'

qs
5: l
dp

;3
a3

g3

i r'(

;":aPi.
9 N\

dl
i!
s'il

ss,

x*

\8,

+o
t.
dx



P
a

;
-
m

A{
p

E

!l

o
@

b'

()

6

?

=
g,

n

E ! >P Z>p-Z
8fr='fr*Egor8506*E6p
tr-d*o'Pr.

.i:5^ 2 5 I
dO,^S-,o'iio=

EA

O*

Fff EB.o - ts or' - 9dA^-r i! 5 il r, I
F,FH.Fa EE,

=y=21 Ep
q FE $t i:r

o-

P 
=N'E in

d 3E
dner ." ET! E ^. E E.5
E d'E B. JI E.
=:!.Q n =me3 3 9F6E ? ".,*-. o Q

fi€g a ii
sd3 Q. d

o<tr O a?o= =d-odn
o'E s <
Er^ i i.l!^ l : h
EH.* E E'&i?, 3 S

I

N
I

o

I

)+g I
diN

E e'2oi;
o= i

XFe
90="o=

1Fe.
E ottr

E.=

da

go
do

;B
ii 9.

!! r.
8o

ad
RN

6'9.

!KDitr

o.q
<5

s
o

!p
a

o

EL

d

@

6

I

o

I

o

l+.sF-5ki13*8\q;
l=.s:i'?g
lis=aSrP
ln$isE3.
lX F:'\:r
t- Y ! i a :
t$.kd-^9ta = s.{rst[ I + ! r
ls { I s8
lR ^:. tq cts:, s-^--ti-^{5
15 I : d';
li: s I
lfs 5*
ls'*Ft",i;E:N
lj,g I
=: Y

ilsfs!
I Ri 

=:*$s -i !: .t"

si'E€ 3
ha

t6
trFr
o

+

s

i

F
s

\

E.

3s:,$6s. n,

Ro 3

l5
ldt*.
t:ati
ta

$
€

'a
\

s
o
F

=$
f
r
\
s
$
6

3
R-
a(

IE'iJ H E'
tE s+[l=.o =_Aq R- -
=q: tr

=,o*n8
E s9 Ea; p !
m l- o:lB!?-
eBEd3As,i
N3.?:
r +i F
SHfiE
3,=:trs
:iv c'

$,'3g,F
= f.o 5
-'HdQ

u -,:1

rdE
E ilHsF 6
HFe
o*i
ollo

;RF,
a ss;o^

5.o <

E -e, a.'@

s

t-

o

lNpPlds+
tss8IRdA
l^SX
lEis+t:R-
lO * d
I*RE
IS Ets
i:-sx:S*xr.ioqP

\$y

:6

aF.
"sr
Ss:

\_o
R9
v3
s-3

\=
A3s6
alx

\
\
i\

s
d

k

s
E
o

lo
ID

g

n

a5

s

$
f,

R-
qa

\

Ar

$
f
$

s
s
G
s

F

la fn
tF@
t?6
l=5
l\ h;$k
L{ ar

lF
a- fi'
*E
uo
{x
rq

o

o
o

E
6

?
6

=
N

F

o

t\
td
l:.

s:
$
€

+
R.

\
S

I
s
o
F:
$
]
b

N
N

ii9
-:o

fi
=o

R
a
6
m

o
o

o
a

EL

{
a

F

o

o

P

i>
IF
l-

ti
li;
lN

l5
a

o

J
N

G

=o

6
o

I
e

o

6

6

I

i

f

E

z z z

-

z E
z

BE;
d =:
otre
uE)f,
-Rdq5o

=gP
- 

=NQ <:'

6tD 6

u-6-
B'E Os3E

d. Fs.
E eeE e6
e.-2IE Ex rl

in x-€ix

.a z

.:
dq
-x
.dq
o5

!sE+

fit
Fo

=c

.qf ii
FE}

od

;,H
R=
iio

R

3

i5

Si

€
3
s

9g!E
FFigijsnt
6:,+E.E0;i
e,E-=:

F] F
r' o ii
ooo
:+iix

F.o C = -

FnE=

ury^;
+EE E

! K,5 q

€.c'a N:J6S
EsEE

ii\.:: o

i!

D]

lt

68

9S
;i
HS

33
R'F
ruG

K\i-x
oN

6D
l,d

s-:$
r's
FS-

o

:

SFO:E

=;8 9! !r-qF5;',
iJ P frH.
EEEi
_ N s.?.

HeiP
KStrF.
LE:&S

::c

CO

^@

3F
q:6

<:1 d
}EP
P I'od trJo

!g e
uo i
v;i c
@ii-

trc)

6E
{t:

9!EO
6A

E^>Ps |rx
SBE

6;

Ells:.3gS:fa:*

$$i$*s



i'v
ss
\F
Y:tniF
ir
FO
k5

rt
F o*,

s,k
Dt
:G
aeSi\:a
d.o
n9
i^ii,!
XF
:-S
l"=

3

a(
S'

=s

*

E'
il\
N

R

a

.

Sr

?

;\

it

ti

i3()

it

*
()

:l
]
IF
l)

[r
$
s*

c)

x

.)

3
o

o

d

o

s.
a

3

1

P

o

-
o
@

c

o
I
e

a

6

F

I

6

no

F

i6.i.'*-
rI-
gF
Ed
is

3
s

s
d
d

+

d

9

s

t
6

s

d

b

.i

f,

n'

t\
r

6-
6

$t

E'
s

;
tr

6'

I
s

+

-

T

N
$

l

9q s

i 6'!i
='a 

3

P r$6
6E crAtr Ooso =EQoti-
d. q ii'
i'i C. '"
o Ntl
R6+
-o>:
lXd- -"

*o
J,?
iJ 

=i

CA

8=
Re

55
NP

EN
6p9o
6H
.l
dt

AE
:1
lo
;.E
*;

g

5:
o

o

I

o

g

6

*'z

ot
EI
E;

s,€,a

7
o

o
o
o

o

Fi

o

e

I

o

5

s
$
s

6-

t

F

c

I
f

*
*

I

8S

ao

3<

*(
ib!
i.B
_!

o

o

?

p

6

;I o-
:i&:is

!ls
tsd
i! R:i i

:
n
I

d

:
6
e.

s

8

b

!

l

e

3

I

X

s

l(

)
5t

*
*

)

N.'{2. &ERo?,8a>x

H ;'&oa
E gd
92N.
E6a
E6"F
14. o "1.
F 5.5
d! po66-
3 6-ra.

E AH.
E =g
^\-:x

:'E 3
3, L5.
R-+E'
*wd

\= l

ON

H'+

=oE-

38
tro
ts:H

RA

i

I

o

a

p

t

:.

I

I

I

Fi
{ri:.s

t!
dri
!:

6

n
6

8

*

i
R

b

i

!
k

i5

;'

s'

d

s

$\
f

s
s
o

S(

:

*
$

<s

EF'

fiN
IDo

P

E

o

@

B

d

il

PP <ax F

it rB

d, E'H
X:e N'

6 i.o*=P
do=:
9*q
-d6,

NO

^g6-5

:a

E.P

8q
lo

OHod

oE

oo

oBod

s: 6'

Io

E:
Ldts*-
is
;-d

is

I

I

*
6'

i
df

R

d'

-.

F
i

6'

s

:s

t*\
s

IJ

i)

s
$

n
x
n

p
f,.

a

-

d

ppp

96{zzz

,. [;
-

T
a1

PS

H

z z
E
z

E*

EX

E

z
5
1

ts

E
z

flf
iin
ri\
6El
9E'
FE:6ts
hi 5::r
tr-56
6-foEHsOB
PF
Or

F6r
8o-oAq
Ngq6

FO
a

F

Hp

€
q

l'
5

f 4fbj ea
j l.a

i E'E€ g:
A EF
I F8.

5 .J:
b" E:

8r
;!

e'3

[ip

t+
o6s-'!r

9.q

!'fi
E;
ts. 

=.b=
H.F
9o

.oE

P*9 -3^999F
EHg E'a PEgEgdii+ fiHFB+5i;
aAg gHgFE€;Er

,e[$ftF€g€$E
,iE33 -$g.;ag+
E'E.F qdqs*E'E[[ 

[ BE5EgEaf ;,FgHEB
€Eq !Hi'n$;';H; a=EHg'"xB
i;3,= E= NrgF9! E,fr
at;a F,! 

= zFE'? r2B.; l;oq+ 6 p q 6-

f:: gs:i E
'-r.i 2.4 Y.EX e: p Ea< SF a E

='E ! E i, P?E: il6 F,*HE -=6 X A
E:-: N 6- e o
Eq E: ' Y.Bg f 3 q ERO9,!Hi E'8. H, :f:9 6'5 B *c.$A fir'ii s,

?; EE 9' EiE Hi t a
F*3ii E'( 5 E

^,ts ox I 
=.frs. NE :. S

=b rtr o o

a

$
5

$
*.

T)
I

$
$
s
I

5

I
t

K'E E'g
roi = *
BPEEt6;8;,4_ O H

Yo* 9
;E.d.;'! R c.:
i-i H u,

EH::E,
T}E B

g E:F
1"8 $',5
3 e ;.E.
F'gT$
H E.E.6'
5*ots
dxdp": -6: B6-

HsQ;oq.
K E.A
<i s6
E e"d
d.q:+;N
dllqN:io
ireE
rFe6i*
HP-+rFE
Jag
FE F
tr,o i'
c=:'
H fl,8

I

6

6

E

zc

P

-
o
6'

t.

p

g

3
o

p
ts

H

o

^

E



IUto
IF
tg
IH
IRITItto
o

o
Pq'

p
N

CAo
o

a

l!
lE
t!
la
IN
d,c
oa

ts

oo
t!

(:
tr
Fj(:
)>
4l

.I\
b,J

t-
H

0e -o
t-.1

-I
-
U)

-+

O
6

H'

o

N

U)-
Iz

q
o

t--
N

o
q

q
o

o
n
m
o
a
pl

-
!.

q
o

o
H

Fl

z
2

F?R

o

-
m
H
(-.

v)l-
o
h

-
qg

E E

q<6
>:

EE?
D(

<a
>E
op

a

FD

N
g
a

a

FJ

o

o

t,(,

I
o\

O
(D

s

\ F-t5g+tr
r-a Ht6

o
s^
F(D
!r o
e'::-{. cD,sC)

a4

NH
Gt ,-.,
S: iJ
\'o

O\ i\i
--, o
>\o
0\;sY.
\FI o()

l+

-
o
(D-



o

-

N

r-t-
U)o
oo
-
,.*
o

z
-.

FD(Ft

ij
N.)

oo

@

-

-

I

IC
a
N)

N

T
z.

1

F

oq (D
t-t

-

o
l_Jo

o

r:)

(,(,
('\

I('\

1Zoi

CA
@

o

-

u)
i

o
z
rl

-
-N

,z
'J

F

-(D

q

o

N

(t
F

S/

o
'I

z
o;o

\/t-

N

o-
@+

I

@o

t-H

a

@@oA)
3'

o'o
6)o
E'
N

a-
nirl
<ll-l I

^l

$l-l

(t
Fl
I

U)
t-
Ioo

t-
Fj
I

(,/)

F
Iq
o

E

E

(D
o

o
H

*l
2
2

FI

o'
o

=
F'
o

(-
m
F

-
(n
t:
(.)

a

li?
I

.A
(D

Oo

a

H

(j

F o
nz
o
v)F
5*
(,

;
oo

3-
dF

E
E
C,-
F
t"J

G]

oo
o

-
T

"t-A
+
U)
t-
5
Xo\
P

O
n
i<
E

IA
tl
s*
t9
i,rr

(A

-l
A
+
U)
F

S
e
F

Pt-
Fl
5
+
(A
li
*

F

fi

tst

T

oo
NJ*
t.J

o
6
FI

tr'

E
c/)F
*

O

H

oo

p

-.
o

-
a
t-

N.)(,|

@

o)+

(D

o

(a
(D

tD()

I

o

FD

At
-1
A)

N

ryl
FD FD FD pl

6'

I
F9
P

F9

F9

I

Ps d6-

tl.]

o

m

a o o o

F

o

m

o
ul
a()

m

oo

d

oo

m

oo

m

o
a

q
ot

r3
o5*:
-=

Npl
5'

?8
o5
-Y

=eFO

N

e

r8
o5

7Y

N

F

r8

<Ep
Np

7

?8
o5

p
N

F

r8
9T

<;
P
N

o

3?8
x:

7>t

N

?9,
o5
o16

FD

N

?2
NE

p
p
Np

K8
o5
-Y

!r
Np

*3

=P
=Np

r8
o5-:
>-

F
ts

q(t

6'8
FID

o
D

og
@

=,

trg
XY

FO

F
o

r8
x:

N

ff'8
AE

N

r8
ot
ArJ

N

K8
o5a!

>-
5

N

?9,

>Y

N

e

*9,
o59.!

>9
FO

H-o

r8
o5
-Y

F)

Np
o

r8
5:

N

?2
*Y

F)

N

KU
o5
-Y

<E
FD

N

o

*x
9T

P.
N

Pv)

9O
qo
o.d
oP
qE
oH
x6@'s

+P.
F'
F!

c)m
Li
CN
-i

o
"t11a

o
"gra

c)
m

U)

c)-
a

or
U)

c)
"rjr
u)

(_)

(n

()
H

v)

()
"ltl(/)
'_)

()
H

O

.)
m

U) *ri
@

@



Moldova Agroindlbank

Ci rco f r o{)a /+
05-,untJta d?l!]

confirmi ci ,,GBG-MLD" S.R.L. (IDNO

CERTIFICAT

Certificatul este eliberat pgntru a fi prezentat la destinatie.

de Conducere

A.

Ex.: lvan Buga

Tel.; 022-30-33-64

iii 'ivlCil t{)VA A$il*ir.i}FAtii{" \.r:..
5il:i,vrrstar:iir liirla:{1 9;.i, tu1D ?Uti.i, t}iftr thiriiiirl ilerrrl:li:.:r lyloldcra

Numirul contului cr,jrrent, cod IBAN Valuta
M D14AG0000002 25 184E01542 MDL

M D64AG000000225 144E07 542 EUR

M DB 1AG 0000000225 1,1 67 7 935 CHF

M D70AG0000000225 11 393244 UAH

M D 1 7AG 0 0 0000225774E04542 RUB

M D62AG000000225 194E02s42 USD

M D319AG0000000225 13059583 GBP

M D€i1AG000000022582080 147 MDL

Victor lurag
Vicepre



ELlTech Clinical Systerms SAS
Zone industrielle
61500 S6es - France
T6l i +33 (0)2 33 81 21 00 Fax : +33 (O)2 22 2877 51
www. elitech group. corrl

DECLARATION DE CONFORMITE CE

Nous, ELlTech Clinical Systems 5AS, zone industrielle 61500 SEES France, ddclarons sous notre se6le
responsabilitd que les r'dactifs appartenant au groupe 1 <METABCILITES DIVERS >>, rdfdrenc6s dans la liste ci-joirrte, sont
conformes aux exigences essentielles des annexes I r:t III de la Directive Europdenne 98l79lCE relative aux disposilifs
mddicaux de diagnostir: in vitro et au code de la santd publique.

Cette d6claration est basde sur le contenu de chaque dossier technique DOS-CE-nCfi et s'appuier sur la
ceftiflcation de notre s;ystdme qualitd selorr la norme NF EN I5O 13485 : 2016 (Certification valable jusqu'au 27 juillet
2020).

(Voir liste ci-jointe).

DECLARATIOAI OF EC CONFORMITY

We, EUTech Clinical Systems :;AS, Zone I'ndustrielle 61500 SEES France, hereby certify, under our own
responsibility, that the reagenfs belonging to Group 1 "MISCELLANEOUS ME|ASOUTES'i such as tisted heretq confo;m
to tfie essential requirements of appendices I and III of European Directive 98/79/EC, relating to in vitro diagnostic
medical devices and to the public health code.

This declaration is based on the contents of ea<:h DOS-CE-,W technical file and is suppofted by the certification
of our quallty system a,cmrding to the standard NF EN ISO 13485 : 2016 (Certification valid until July 2Vh , 2020),

(See attached li:st).

DECLARACION CE DE CONFORMIDAD

, 61500 SEES France, declaramos bajD nuestra .ini,ca
IBOUCOS VARIOS ') referenciados en la lista a,djunla,

I y ILt de la Directiva Eurapea 98/79/CE stbre dispositiucs
mddicos para diagndsti:o in vitro y el cddigro de salud ptjblica,

Esta declaraci6n se basa en el contenldo de cada DOS{E-XW tdcnica y estd respaldado por la certificacidn de
nuestro sistema de calhiad segdn la norma NF EN ISO .13485 : 2016 (Certificacidn viilida hasta el 2t7 de lulio 202[t)"

(Ver lina adjunta)

Sdes, le 28 Juillet 2017

Val6rie GOURDON,

Responsa ble des Affaires R6glementaires
Regu la tory Affa,rt 1462 6: g €r
Responsable de los Asuntos Reglementario:s

>::.--""
?ll'

"'t'11

C6ci|e GOUBAULT,

Directeur Gdrrdral D6l6oue

I'i i.^ i"lil I i I {r' i I iir;.r i 5'lst*n: :; i'A: j

irrt ;r : I i :Lirt'.;tt i.*llc

t: 1':,li^i iiri:l' iit r:r':t

i r.iiii.iti J ill :i.i ;1.1 i:" ::i' " . rlii:ini ;l il:r ?S Jli jit
.t!irL'i :t !r.:r,..) jl)1il' riti.
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ELlTech Clin ical Systems
Zone induslrielle
61500 S6es - France
Tel : +33 (0)2 33 81 21 00
www. e litech g roup. cotrr

SAS

Fax: +33 (O)2?22877 51

GROUPE 1. METABOLITES DIVERS
GROUP 7 - MISC'ELLANEOUS METABOLITES

GRUPO 7 - METABaTTCOS VARIOS

]i:clr . €ilii; $.4.1;

3 / it
ilt

a{p
i;i il;,: .,r.i'i 1 rr';:r r:

iili, r i :J iirlj j r:i ril : i ir-i.' l'nx : r;i;i,i.liZ :i.j tri i i i!!

DESIGNATION DU REACTIF/
REAGENT DESIGNATION/
DESIGNACI6N DE REACTIVO

REFERTNCES/
REFERENCIAS

NOM DU DOSSIER CE/
EC FILE NAME/
NOMBRE DEL ARCHTVO
CE

Code GMDIN'/
GMDN Cad,el
Codlgo GMDN

ALBUMIN ALBU-0600/0700 /0250
DOS-CE_ALBU 53597ALBUM]N ENVOY ALBU-0850

BILIRUBIN DIRECT 4+1 BIDr-0600/0250

DOS-CE-BILr 4/ 1

s32il3
BILIRUBIN TOTAL 4+1 BrTO-o600/02s0 s3229
BILIRUBIN TOTAI, & DIRECT 4+1 BITD-O6OO 5322') 1532:33
CREATININE ENVOY cRSL-0850 DOS-CD-CRSL 511250

CREATININE JAI.-FE cRco-0600/0700 DOS-CE-CRCO 5ll25l
CRDA"IININE PAP SL cRSL-0630/rl2s0 DOS-CE_CRSL 53250
DIRECT BILIRUBIN ENVOY BIDV-OB5O DOS.CE-BIL] 53233
GLUCOSE BM/OY GPSL-0850 DOS.CE-GPSL

53301

GLUCOSE HK SL GHSL-0600/02s0 DOS.CE-GHSL
GLUCOSE PAP GLUP-O70O DOS-CE-GLUP

GLUCOSE PAP SL GPSL-0495/0soo loToo /
osoT / 0707 /Q25O /O45s ,t0497

DOS.CE_GPSL

HEMOGLOBIN HEMO-0400 DOS-CE-HEMO 32430
IRON TIBC FECA-0050 DOS-CE-TIBC 53904
LACTATE LACT-o100 DOS-CE-I^A,CT 53342
MICROPROTE]N PLUS PRTU-0600/0250 DOS-CE-PRTU 5348 l
PHOSPHORUS PHOS,0600/023O

DOS.CE-PHOS 59r23PHOSPHORUS ENVOY PHOS-0850

TOTAL BILRIJBIN ENVOY BITV_o850 DOS-CE.B]Ll 53229
]'O]AL PROTEIN PRTB.O6OO DOS.CE-PRTB

53t98it
TOTAL PROTEIN ENVOY PROB-0850

DOS-CE_PROR1'OTAI PROTEIN PLUS PROB-0600/0700 /0250
UREA ENVOY URSL.O85O DOS-CE-URSL

JJJ6 /
UREA UV URUV.O4OO DOS-CE-URUV

UREA UV SL URSL-0400/042o /o5oo
o4o7 /0427 /t)!ro7 /O25O / 0455 DOS.CE"URSL

URIC ACID ACUR-0200/04o0 DOS.CE-ACUR

s3583

IJRIC AC]D ENVOY AUVD-O850 DOS-CE.AWD

URIC ACID MONO SL AUML-0420/050O /07oo /
0427 /0507 /0707 /0250 DOS-CE-AUML

IJRIC ACID SL AUSL-0250 DOS-CE-AUSL

).:r1: i l. i1 ili ; -'- l. i);r 'iii

Soci6t6 par actions simplifi6e au capital cle 1
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ELlTech Clinical Systenrs SAS
Zone industrielle
61500 S6es - France
Tel : +33 (0)2 33 81 21 00 Fax: +33 (0)2222877 51
www.elilechgroup.conl

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systemr; SAS, zone industrielle 61500 SEES France, declarons sous notre seule
responsabilitd que les rdactifs appaftenant au groupe 2 < ENZYMES >>, r6f6rencds dans la liste ci-jointe, sont confornres
aux exigences essentielles des annexes I et III de la Directive Europ6enne 98179/CE relative aux dispositifs m6dlicaux de
diagnostic in vitroetau code de la sant6 publique.

Cette d6claration est bas€e sur le contenu de chaque dossier technique DOS-CE-$OC( et s'appuie sur la ced,ificagon
de notre systime qualitd selon la norme NF EN ISO 13485 : 2016 (Certification valable jusqu'au 27' julllel:.2020).

(Voir liste ci-jointe).

DECLARATTOAI OF EC CONFORMITY

We, ELITech Clinical Systems :iA$ Zone lndustrielle 61500 SEES France,, hereby certify, under our own
responsibility, that the reagents belonging to Group 2, "ENZYMES", such as listed heretq conform to the essentj,al
requirements af appendices I and III of Eurcpean Dirertlve 98/79/EC/ retating to in vitro diagnostic medical de!4ces and
to the public health code.

This declaration is based on the contents of each DO5-CE-,WXX technical file and is supported by the ceftificatton
ofour quality system according to the standard NF EN ISO 13485 : 2016 (Ceftif,cation valid until Juty 27 , 2020).

(See attached li:st).

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITe,ch Clinical Systems SA5, Zone Indurtrielle' 61500 SEES France, declaramos bajo nuertra dnica
responsabilidad que los reactivos peftenecientes al grupo 2 : 'ENZIMAS", referenciados en Ia lista adjunta,, son conforme's
con los requisifos esenciales de los anexos I y Iil d<t la Directiva Europea 98/79/CE sobre dispositivos mdiicos para
diagndstlco in vitro y el c6dlgo de salud ptiblica.

Esta declaraci6n se basa en el contenido de ca,Ja DOS-CE"'XW tdcnrca y estd respaldado por la ceftrftcaci1n de
nuestro sistema de calhiad segin la norma ilF EN ISO 13485 : 20t'6 (Certificaci5n viilida hasta el 2Z de lulio 2020.

(Ver lista adjunta)

56es, le 28 Juillet 2017

Val6rie cOURDON,
Responsa ble des Affaires R6glementaires
R eg u I a to ry A ffa i rs M a n a, q e r
Respon ntos. R_e-glementario.s

ii'r. ::):i*
Y

tii:

1 i l ir, it 1"1,,,,' :.1'.'...,,' lli:. :.,.i.1 
I

.: !.ji: li).iliil r:r:::i..

ii irrili"' ;il'> - i'lirlllrl

:'r.i.iii1l:r ii:) Sl Ji {l{l i .,r: ; i :i:lii;l '| .r i .:il i I :,i
iiliii. I :i iri irt., r. jji r_ti) I i

C6cile GOUBAULT,

Directeur G6rrdral D6legud

\

|' , r.jj: ]
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ELlTech Clinical Systt.'ms SAS
Zone induslrielle
61500 Sdes - France
T6l ;+33 (0)2 33 81 21 00 Fax:+33 (012222877 s1
www. e I i tech g rou p. con l

GROUPE 2 - HNZYMES
GROI.IP 2 - ENZYMES
GRUI'O 2 - ENZIMAS

DESIGNATION DU
REACTIF/
REAGENT DESIGNATION/
DESIGNACI6N DE
REACTIVO

REFERENCES/
REF'ERENCIAS

NOM DU DOSSIER CE/
EC FILE NAME/
NOMBRE DEL
ARCHTVO CE

Code GllfiDN/
GMDN Clode/
Codigo |IMDN

ALP (DEA) SL PASL-O400/ 0420 / 0230 DOS-CE-PASL
529t28ALP ENVOY PIVD-0850 DOS-CE.PTVD

ALT ENVOY ALSL-0850 DOS.CE.ALSL 4+1

5292.3
ALT /GPT ALAT-0200 /O+OO DOS-CE-ALAT

ALTIGm 4+1 SL ALSL.
0410/0430/ 0s 10 l_g2Eglo+Fs

DOS-CE.ALSL 4+1

AMYLASE ENVOY AMSL-CI85O
DOS-CE-.AMSL 5294AAMYLASE SL AMSL-C1390 I O4OC\ / O23O

AST EI{VOY ASVD-OE5O DOC-CE-ASVD

')z9J+
AST/GOT ASAT-0200 I O4OO DOS-CE-ASAT

AST/GOT 4+I SL ASSL-
04 10/0,130 I OSLO I O250l 0,+55

DOC-CE-ASSL 4+1

CHOLINESTERASE CHES-0053 DOS.CE-CHES t;291',.1

CK ENVOY CKSL_0850 DOS.CE-CKSL li30ct3
CK-MB CKMB.OO3O DOS-CE-CKMB

ii299',1CK-MB ENVOY CMSL-0850
DOS.CE,CMSL

CK-MB SL cMsL-O410 I O43O /O23O

CK NAC CI(NA-OO3O DOS-CE-CKNA
Ir300ifCK NAC SL CKSL-O,+ t0 / o43o,t o23o DOS-CE-CKSL

GAMMA_GT SL PLUS GrsL-0400/ o42o lo1oo /o21io
DOS-CE-G}:SL i;:JO27GGT ENVOY GISL.085O

LDH EI\N/OY LLSL-0850
DOS-CE-LLSL

5;3072:LDH-L SL LLSL-0400/ 0420 I 0230
LDH-P LDHP-OO3O DOS-CE-LDHP

LIPASE EM/OY LPSL-0850
DOS-CE-LPSL 5i3108LIPASE SL LPSL-0230

Soci6t6 par actions simplifide au capital de
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ELlTech Clinical Systems SAS
Zone industrielle
6'1500 S6es - France
T6lr+33 (0)2 33 81 21 00 Fax;+33 (0)ZZZ2877 51
www.elitechg roup.corrl

DECUTRATION DE COI{FORMITE CE

Nous, ELlTech Clinical Systems; SAS, zoner industrielle 61500 SE notre seule
responsabilitd que les rdactifs appadenant au groupe .3 <ELECTRoLYTES/oLIG ns la liste ci-jointe, sont conformes aux exigences essentielles des annexes I et IlI de la Di relative aux
dispositifs mddicaux de diagnostic in vitro et au code de la sant6 publique.

Cette d6claration est bas6e sur le contenu de chaque dossier technique DoS-cE-)xlX et s?ppuie sur [a
certification de notre systAme qualitd selon la norme NF EN ISO 13485 : 2015 (Certification valable lusqu,au 27 juillei
2020).

(Voir liste ci-jointe).

DECLARATIAN OF EC C'ONFORMTTY

We. ELITech Clinical Systems SA5, Zone I"tdustrielle 615'00 SEES France, hereby ceftify, under our oryn
responsibility, that the' reagents betonging to Groupt J "ELECTROLYTES/TMCE-EL.1U1Uf|'| suci'as ltsted herek>,
conform to the essent:ial requirements of appendice:; I and III of European Directive gsng/Ec, relating to in vitro
diagnostic medical devi:es and to the publlc health codte.

This declaration is based on the contents of eac:h D1j-CE-WY technical file and is suppotted by the ceftt:ficatbn
of our quality system according to the standard NF EN .t]o 13485 ,: 2016 (Certification vatid uniil Juty 2Vh , 2020).

(See attached list).

DECLARACION ICE DE CONFORMIDAD

Nosotros, EUTech Clinical Systems SAS, Zone Indurtrielle 61,500 SEES France, declaramas bajo nuertra ini<:a
responsabilidad que los s en h
lista adjunta, son confa : sobre
dispositivos mddlcos pat

Esta declaraci5n se basa en el contenido de catJa D19-CE-,YMX tdcnica y estd respaldado por la cetifrcacifln cte
nuestro sirtema de caliatad segin la norma NF EN ISo t'3485 : 2016 (Ceftificaci1n viilida hasta el 27 de Julio 2020),

(Ver lista ad.iunta)

Sdes, le 28 juillet 2012

Val6rie GOURDON,

Responsa ble des Alfaires Rdglementaires
Re g u la tory A ffa i rs ful a n a 37 e r
Responsable de los Asuntos Reglementarios

['t " ..-:l ..'.--,r:!''. 
-.-tr,.rr',-'

Cecile GOUBAULT,

Directeur G€neral Drilegu6
Managing Director
Directora General

1r

t''..

,

Societd par actions simplifiee au capital de 1219 592,14€ - SIREN : 318 365 228 - RC$ ALENCON
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ELlTech Clinical Systems SAS
Zone industrielle
61500 Sees - France
T6l: +33 (0)2 33 81 21 00 Fax
www.elitechgr ou p.corl

+33 (0)2 222877 51

GROUPE 3 - ELECTROLYTES / OLIGO-ELEMENTS
GROUP 3 - ELECTROLWES / TMCE-ELEMETVTS

GRUaO 3 - ELECTROLITOS / OLnGO-ELEMENTOS

DESIGNATION DU
REACTTF/
REAGENT DF^SIGNATION/
DESIGNACIoN DE
REACTIVO

REFERENCES/
REFERENCIAS

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

Code GMDN/
GMDII Corle/
Codigo GITIDN

CALCIUM ARSENAZO CALA-0600 /o2so
DOS-CE-CALA +!t7gg'CALCIUM ENVOY CALA-0850

CHLORIDE CHLO-Cr600 /025C1 DOS-CE-CHLO 60037
IRON CHROMAZUROL FECA-0500 DOS-CE-FECA

5tt758
IRON ENVOY FEFE-0850

DOS-CE-FEFEIRON FERENE FEFE-0230

IRON FERROZINE FEFR-0600 / 0250 DOS-CE-FEFR
MAGNESIUM CALMAGI:IE MAGN-0600 /oI2ii DOS.CE-MAGN

46,795
MAGNESIUM XYLIDYL MAGX-0230

DOS-CE.MAGXMAGNESIUM ENVOY MAGX-0850

{:l.t I i,: c ir Ci i I r ii, I | :-r,;, t;.i.*lt r : S,1ii
ll,;:;: irtr.iirsf r : :il:

.. {.. tri"
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Republica Moldova
mun. ChiSindu, MD-2001

str. Tighina 65, of. 607
tel/fax. : (37 3-22) 5 4-9 I -2 I
tel./fm: (37 3-22) 5 4-7 3-7 3

tel: (373-22) 54-91-20

Rechizitele bancare:
Cod fiscal/ I 00 3 600 I I 7 5 82

Cod TVA: /0205086
B C " Moldov a-Agr o indb anA: " SA

filiala M.Eminescu
cod: AGRNMLy2X864

cod IBAN: MD I 4AG00000022 5 I 848('t I 5 4:7GLOBAI, BIOMAilGTNG CROUP .MOTDOVA

Cdtre IMSP " Centrul COVID-l9, CIHISINAU "/IMSP SCM "Sfanta Treime'o

i.n aten{ia grupului de lucru pentru achizi{jii

Referin{d: Cererea ofertelor de prefuri (bunuri)/'

ocds-b3wdp 1-MD-15962806 ll 801i8

din 10.08.202,0

NOTA INT-ORMATIVA.

Urmare solicitarii Dvs. din carietul de sarcini.

Poz.l2) ,,in vedere a prezentiarii mostrelor", Va comunicam: vom prezenta mostl{4

solicitare benefi ciarului.

Poz.13) Analizatorul biochimic Selectra ProM, producdtor ElitecMVital,Franta, va h dat

in exploatare in comodat pe perioada folosirii reagentilor din concursul dat. De asemenera

deservirea analizatorului se va face de cdtre inginerii cq,mpaniei ,,GBG-MLD"SRL.

Cu respect,
Compania,,GBG

L BIOMARIGTING GROIJP MOLDIOVA
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