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Î

r:
t-:

;
Ct)\:
l--

\.
+
c!
Ca

O
{a

\
\

-

-\
c\
-\-
r

L!
'\
{
\.I

\l



E 3 ..a, ;T 9s?9,;'c.!l 5,t,iH = 9ts2a78'd2-a;=c3s d Fs.iiiF5g;iicE
f;; ;' taiii=3,r'i49
=|li:Fts-o^9Er"ci3 i: lF,Eir'ir:i9;;9; i !.tr1Ei9{3hi'F:35 H E:Ele.iiliEte6: = =Siiorijl:a-E i A+:+;i;l;g4

Y ?' iiii;;-;'giiE8t 5' F8,q€**'iH;'+= :rtu _q E;lEFf ?il3=:l- ir 1 T"';;E:4+3f! ir 3 gSsaFFiFEii +: A 1:-Eia '3?38 I!. i Fa-{i3 xi^q8=, =* : HFs'd; 3
R h. i6o<d 3
N'N

==,rr.] 3
d!ts

a6tr06.

d5tr

o=-
-
a

ol 6
:1
EDA

J
i4=N

f!DCtr
-oq

lax-iF : I
" 

4 z=gl

? :! =.6doil-

3 : 1q-, 'n+E E;- "03
" qt

i(ia
ti:N

tiio
ii; a

.1 6

iri ;
iii I
:r d

l:d
ir 9l

" -l

o 9l

?t. =l
:1 +l
zi'l
e::l

I

P -o
*Q o

s5;iJP9

!: d'd
:i:Q;5.!

?1+

[t99

i'J

;

^ 9,Y

=oi;

2 :ti bt

U,d.

:6

=x

La

Pa
*.: :,
.ae

2-
;tr

iisr" <E o<
; N.P P q
qi. eiiilI
@ @ N Noa
I 9"-, O Id q ar
ah
NO,^D

ON-N

liErO

3 5. Kd'
I E :F
: o ^Op 6 12I q tg
o o Ed

- o hdi e EX
i, 3 iN,
a o oo
3. N .afr
o^.oo

# ? s-
a=o

"r)

!

I

a

3

a
I)
d
e

o.

-

'z
:i
t?_

d

=9

o
I

2

=

3-'

'7
c.

iFx:iFiiit E?3?
i'F 3; qFF r t g"l

e $!lliix5 ;:AF^z=.;e

tr

!,

K.

ti
L\

.3

i

3

xa

!l
FI
'ol

6l
_ul

il

i
\
I

s

Y,a I

69

-b

t,

t

:

l''

l
.S

s

f

1
s

t:

L_l

EI

|IlA
-H

I: tl ft li-t

t]tft]n

t.l

t-l

s

s

FElS s93g;s8i
3rE E'i i:;!?,;iE. 3- =3.i39 ':[q -- \ ' 

=d-ll 5. -
^iE=-{

;

ot

I

I

I

I

9

z

=g
o

--J

IF
t=

IQ
l:
6

==.

N

==:l

!,
o
a
l

lo
o

; rrl

'ii

F

;

)

:l

N

N

?2froa
== 

D 5 Pi ! 3.dxz3<jaoNf0->i.sr Ko
-6Xi
p!; l

{ 
" =.q

@o
da

i'5

-
N

N

-7
d;Q

=q3F
UN

o
a
o

oo

?

!l

:l
al
ol
K,l
ol
!l

3

;
9.

;l

3'

:t trp&

:i+

IA

o

?
.i l

;l
dl
!--

;l

=.1^l
;t
9l
;l
KI

R,d:1.9.3
* X"!iE e

dsii:0
^- i Ei iii 

=.L3 ;i; "
s !l9: - +
i ='lr * !'
==.F,-,9'

r a:: c x
9';i : s, E

:*3_;-+
iH g B P

i i. ti i,o
i P.i.d
E, a- F

X =l 
il'3

N ;{! 
=

e? ! =:d=-

a

i

I

7
,.1

I



dp-

tz
5f;.

-9

o
3

9

o
o

N

fi

t6

lr

9_

2,
7
a

--

:.

c

o

f

!]

:)

:)

|..

1'

!_

c

=i,

i:

?.

I
F

-
r

'o{

6

6,1
=lFIal
al

1l
;l

al

=

,q
!(

]c
a

c
i

\
s'

c

\i ,\f
i'- - i

.{i

:i\ :-a
i'! :iF! SF:o

?d oi

s+
R"s
g$
!i:

*F
qs
.N :o

r--
*s
5P

SG

. SEri; u:"-rSS-- 3i;X
! ri'.i3.id$F i:'x !s*:. +;[s .i$
i P,rsS ;i:
R -lg,l 

ii i'
r: i5 $i$ iljI iS s'i-. ,.5I ii Et. .?.Si iS \:,r ill X: rt +sii !,iS
: ili !i"t- ii$
S iS s$i r:$so $i dst il^rd l: .=St: ::Ss.i i.s ;r
\ F :ra $ii i:-il' ls* itiir j' iI. I i o:.*

!d

SE
-.*
+€LSi{

j-
-a

:t

L
a
e

n.-'

s
il,
s

i
R

S
R

s

d

n

a1 a

o
o

o
o
a

5

=

ci
s.

N

e.

ll

q

\

f,

a,

:
3

r
d

=!

a

!

-

t

:

".

:

s

-

a

tl

lr 13€
l\ i:-@ a

l.
ii
l:
| 
".;

i.=
t:
l=
3

s
N,

s
i
:
e

x>

:]
P, 3'

;p,

o

(tB.=t

:' itl

a ai
!N
: iil

- cl

-j i: I i i\r-A: I -:.i
iiill'Si3ti" d. ! S*: s( 

== 
t i! c

=f !-i i
I i: f n
::i ; i
!:^" t- r
:-^'- ^ !1-;i ; ::; i s

S'q \' -{.- -. }
<* ? i.
ii i *
ir :, sr{ - !
i> i :..s\:ii*xi : -
di

=.{ 
i \

'9
o

3

!

=

a

=ld
12.

;
a
f)
@

ol
ql

:lgl
;l7l
3l

-li

Ei

;

6l
ilal
=l=l
'-l
lir iiil

o

o
A

'3,

6
f,

4l

{. 1

L

:

-=':
::

I

+

\
i'-!
l
!
a,

t
=lfl
3l
h
^ol

il
:lil:l
il
:l

3
J

3.
g
o

o

-.

9

;l
=

2.

3
=

6l

3

-

tL

:-

TI

f,

a
JI

s'

$

-

S

S
I

ff

\

t=

to

;g
'ii

9-
n

:

il

E
l
.{

i
a.{
+

os
c

i
s;
:l
il
\,1:l
il
:l
;:l
:,1
-l
sl
:l
-l
sl
sl

ist
: i:
:i.
a i:
r ='l
li:4

! ri
; *a
SSr
i s:

1l

::

+
s

"a

it
:
l
d

o
3
5

3

J

=

s

e

3

=f,.

!

o

o

6
;l
.tl

ll*l
{l
;-l

3

c

=.

IL

()

i'-

o
()
:l

o

9_
o

o

f

HI

tl
5l
-l;il

()

,r
a

3

il

3,

g
o

d

c 5 ?!i3:li
i56E
do,^:
:i -6 =i. - ^

i. E,e 5i-i:3:-'a;

6 6E:i

SE ! er
s.d n *iii'8
3:!{ '
i rii

SEr
K, 

='E>- !.

$+*'
'rii-
\.4. 9

?6+
r 4'4.
-\H =:
:cN.3;,

€8.s ^ xl
:6;l

l=

t^

=

9
s

a

s

il



>F-ZC
3 r -E

l. - .< i
i'd:: o

il9e

t6z
i5

lN 6

=

l€ =o 5+*
lr N d - ru -pq

tF-v, Nr

lo-l: o
5.^=-F
rrif;9i*x sA ! ts,i
=7 i =2.i='
R fr''3 = $
ai-oci IJ.
P *. R 1l
hJNh O

oo cl

i-: :6 ;!
e.:: =- 1,NN'=ts :!

=5 
N i-

'r - ; :l'
$; FtE 2

-: J O +pr i- S
q 2'i. Z

E;9 A

rdd 9.oooa
N<E O

-
-^:i Y

4 A+ 6
';, 

=_ 
1, g

=

J

o

o

nl
ol
cil

F,l
:l

R*l
^l+l
KI
'sl

c E g_e
A,:,'FEsEii *
!'r:ia
l\! . -|; 11
^:3.F,9

aP,3a

eF
os

8c

p9

ii- o

;3:oii9,

* Or
iiNi

ON:
is:

6 4..:-:
dE !

;3i 9

qoi

FO
ed

6"

i

u
-.1

i{l

^l
$l

h-.
6

$
6

R
+

^dI-

e.
!

\
d

I

o!
E

;
o

6

:,
=l+l6l
EI

o

o
a.

3

ii
:l
5l
E

6l

tl

E
z

\

s
!,
(

A

S1
:-l
alql
c'l

s

q

-l
-:

:
::
j.

\
!

\

-
s

a

_C,

s-
a
:
-

-

t

S}

\-.

'w 
=-:

\i

a

\
q
I

l(

S

t
s

3

!L

a

J

7

!

:,
:
=l

lE 6

lP' r

l=. d
la-

5.

q>
@r

9!:
J

s

s
s

\

q,

S
]
a

'\

*

S\
n-

s

s
]
a

s

a

=

o

;
{

=o

I

o

3

=

-*
pA

3

lif i
lr aI
i"i
-!:

i:

t.
s
i
R-

F
I
!
!
e.

€
d-
l

3

a

'5

a

s

F)

s

$

,i
)a

i{

':
ll

:i
;l
l)
!:

!i

o

o
f

,=,

;

d
o

?

lH isr
Ig:E. X

i: Eix
=' 

F

+Ya

aits
E,i !r.:R-
!! +6d5
s \'€
:5i *

f.6

ai.
SA
SH
s3

sEI
<=
:_3i
o 9l
-=l

s6l
$"sla, I

^\lNI

al
iil
elEIEf
a_ |

sl
RI

FI

g-"oX
: P AB

al sg d

;t sK <EIB-'
.r!1 s-,

S an H

s'3 D d

!A: !.:,:.i.H
I f.o i'i

-Pdo

6 -,a
i$Qv

sE i;
N AI.

o,!IP

ts a i!.1

.B;"NI
5' !. al

P,Fii|::6sl
o tr lu.l:t.o "al

$.8: r; I
- c,ll

ri I

ril

i-

-

3
E'

j
ol
GI

I

o

'!
a

c.))
:i...
'' 

=1

;] :-'

J:. :)

-!:
t,'

d
|1...'

q

!
a

3
o

s

q

o-
:
o

I

f,
F

A,

a

o

o

o

i

;.'

9:

!L

si

if

{

?s

i

i,sri
,s

a

a

\
<

:

c

s

:
s

I

d

c

F
S

:
a
e

i,

I

c

.

I

j ..'-

i-

:
I

f;,

!

3
J

-

-

n

s

a
N

:

o

I

o
!

;
o

=

=

1

iil
NIol
;l
xl
;l
3i
il

i$l$i+ii
"$i $s'i:ir

$ii$*+ns.: s'_Q:i!_1

a$iiiiilS:'s:':3li
=iii::B;;

:$ii$$$$
r R i ! S:<'

liii;S:trisiyisr
a j si * a ;r

ii si.iE'k \'6::sc
c :\ \ : ,! r

3-d i idi r
s iBE ;i:iii'lri

$Siiilisi i i:i (,

[+: *;is]
F*i$:i F

Eiiiii$R:SA \ c:

li ^\ sl\ $a

t: i.e
liR$t! + ild s I

lN t*
ll : !Si+
ii i -Ir;l
IR R !

ld \ s

:"Si'

d i.FNadc,t=,
:!3
3 .i'1

:$s;:
s'$ ! iii

s { rii
{::,;i
ii\Rri
$'r':.h
S^\6:I
=;: s r!Li F Fr d,: $3k-q,
:*-ii

F5 $.

(:,* i!
..F:rQft

$3
;ii:='
i=

R

s3K,=',
5 n: 'jj+e 3 i

3A6i
d - :. o

N9a

=6s
P or

E..g ;

'=38

_ s,f

n-'3
Fd

tlt

oB
tro
z

a-

a'



IIJ--
Z

t\
lxt;

a'
l

:
:
S:

{:\
i
q

i
:
S
i

s

*
-
\
a
s

\

d
a

s\
o

i-

\
J
$

a

!,

\

s
!

*
s

a
c
ai:

ld:
OJ{rlr
iiN
!oo

ql

ol
trl
!l
f,.1

-l
2.
6'l
ol
d

:l

6lII
-l
ql

e

;iod;i -tr-oi'
ti9.-
:JFN'.;- >

-;
iL5
!l
!.\

:
n

SI

:lgl
ildl
$l
.r, I

6
L

I
i
A
N

6

:

;l

l?>9.7-Etl d=
l*;i: E

t; ii:; !i.;r. H
e!l^5

\i9 - r

ff;

\c

s:
Qo

,R

9

;
o

I
"s

3

s

la

t-.

i
$

$\

oa

\
s

o

at

$

o

s

s

:
o
a

JQ O i

F:i
I

I
I

I
I

I

IR
l:.

li
$

.
$\c
F

0a

f

I
a

a

R

]
a

$
I
s
a
6'

=

l.
7

L

d!

::1

E

I

i=o
6-9"=

'.4 X',

,9.<

Hm
JD ,_,

SE'tr i!.
@2qi.

]N

;61
P,6-l

; ql
o 3_l

=.ilF el

I"l
I ol

? il
q dlI *.1

=: 
ol

t=
t^

=

3
o

i
e

N

o

i

I

j
s

f

-_s
c
f,

OQ

n'

\:
.J
Dt

F

R.

^q-

o
a

-

I
:\

:,

T
f,

o

9

=.

I.

2

5

o

2.

!
il
o

o

-
6'
2.
q

3=1.=.; 3=: l
P -N:l itr'P P

=1;--r aB? -;;-lF"- /n-i s
-:.eA aia i
?oia =.? F

qqtr !i
a; :!d? ';.n?, 

=-J

;

::n a
P_C )

a= ri
>X o

ti
,Pd
46.

EN

'7
=bor

*P

Oo
ox
io63
-6

-v'

;5',
-:1pti

7.-

n'I
dN

€>
Nv)

*-
i3ir
't

!

il
3l
!l
:t
dl

:'tal
;-l

s

l

s
t
S

;.;
t;lzzl
'a ir

gF
ir; n

9)
x=

hl 6

E!

o=Ha

:6-
3*

;
9.

6

2.

E
6

3
0:

a

I

5
0q

I

i

I

-l

-l

ll
::'

o
::
;J

!!.

5;

r.o

P

?
3
N

!

p

E

\r
s

'. S(

a
a

.o:
s

:
FI
i!- l

clot
:l

ol

:-' i

arl

\(l
-..1

ol

a
+\
a

\
R

d

o

o
f
5

6'

3.

o
,t

o

iil.

i;
iit

t3

!l!

l

--.1r -l
x vl

f

s

6

!

\l

-,1

d

3
-
E

a\

_d

:

a

s.\
o

:
rs

\
]

R.

R.

s

o
esq

o!,

'3. 
=',3'3

la

'' 6

a-l

sl
9l
di
:l
;lql
=l
;l

o

I
o

-

a.

3



a)
b)

s)
h)

d)

Semnat:

Formnlarul i (F3.1)

Data deprurerii ofertei: 13.12.2019

COP Nr.; 21015724

..
Alternativa Nr.: nu sunt

C[tre: IMSP SR Rezina

::qBG.MLD" SRL declard c[':

Nume: Tudor Ceaicovschi

in calitate de: director

Ofertantul : "GBCI:MLD" SRL

Adresaf mun, Chisinau, str, Tighina 65 of.607

Data;1'l3.,12.2079'?

Au fost examinate gi nu existd rezervdri fald de d
"GB G-MLD"SRL se angaj eazd sd fur niz'eze I p
gi condi{iile stipulate in specificaliile tehnrce
Reactive, accesorii, consumabile, piese de
2020

Prezenta ofertd va rdmine valabild pentru per
data-limiti pentru depunerea ofeftei, in con
putea fi acceptatl in orice moment pind la expira
In cazul acceptdrii prezentei oferte, ':GBG-MLD
;executie in conformitate cu FDA7, pentru execu
public6: 

:

Nu sintern in nici un conflict de interese, in con
Compania semnatard, afiliafii sau sucursalele sa

fac parte din contract, nu au fost declarate neeli
sau a regulamentelor cu incidenld in domeniul

C) Suma totali a ofertei firl TVA r:onstituie: 82

I optzeci si doua mii cinci sute nouazeci si doi]

Suma totali a ofertei cu TVA constituie: 9232

I nouazeci si doua mii trei sute douazeci si unu Lei 04

r de tin rd c;u

tate clt gt \ia
I aceste

RL se buna
rea corr tizitie

r ifafa n

inclusi or c:e

bile ?n goare

rhiziliil nctul
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CERTIFIC
privind lipsa sau existenfa restanfelor de lbugetul public nafional

Are48185/ / L/LNr.
.I1e

1. Destinafia / Ha:Ha.reHr.re

2.Date despre contribuabil / Zn$opmarlru o HaJrofortraren

3. Atestarea lipsei sau existentei restantelor conform datelor Si
flo4rn epx4eHr4e orcyrcrB rrt urlt :rrarrr.tr4r HeAo[M Kr1 cor JracHo Aa
CI{CTEM6I

4. Valabif pini la I [eitcrnvneteu rc 26.12.2019

5. Autentificarea Serv.iciulu

f al DGACM
FilncIia/AonncHocrh

A. Creacico
Numefe si prenumele/QauunM s uw

L.S/Mn

Executor:
Tel lt2-34-27

Este extras din Sistemul Informalional al SFS Sl:A ,,Contul

r1.12.2019

P'enfiu participare la proceduri de achizilii publice

Adresa sediului de bazb (strada, numlrul) Cotlu
A4pec ocuonuoro NrecropacnonoNeur.ra (ylaqa, uouep) Koa -

Codul fiscal / Numlrul de identilficare
@acxarsurrii xo4 / I44euruSrrraquoHurrft Houep

1003600117582

irea localitltii
HaceneHHofo rryHKTa

ighina nr.65

mufui f nformajional Automatizat I
rrx Znrpoplaaquonnorl aBroM arrz3rrpoB aHH

L,a data emiterii prezentului certificat restanfa frrld de
BblAarrv AaHHoft ClpaBKrr HeAOUMKa nepeA Haur4oHirn
0,00lei/nefi.

etul public nalional constituie/ Ha
M nyOn[rIHbIM oIO.ry(eTOM COCTaB

'/
; -11dt" ;

SceLl 's-tt

pcreenHofr Ha.[oroeofr cryx6ur

Nina GIIENCIU
Nuurele qi prcnumele/@amarru I

cu aplicarea prevederilor pct. 82-83 Ordin IFpS nr.400 din 14.03.20I
a I contri lbua b ilului" I I'n.D.20|19 ora 1 0 : 53 : 0p

[Monitorul Ofrcial 72-77 I 399, 28.03.2074)
NOTA (9,00)
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)11 t Svstcm oI t]re nbove org:rni
r.vith the rccptirements of rhe

$.,detailed belorv

ND CHEMICAI- PROIDUCTS
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ICAL,SERVICES"

L PRODUCTS INCLUDING
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CERTIFICATE

This is to certify that the quality management system of:

Intertel< Iesting St:rvices NA l-td.,

1829, 32nd avenue, Lachinc, (1C, lltll Ji.1 ,

Canada

.tLr, teSl

Medica Corporation
Main Site:5 Oak Park Drive

Bedford, N4assachusetts 01730 United States

has been assessed by Intertek as conforming to the requirements of;

ISO L3485:20L6

The quality management system is applicable to:

t he Destgn, Developmerrt, Manufacture, Service, Distribu tron of in-vitro

diagnostic medical devices, in-vitro diagnostic test kits, in-vitro diagnostic:

reagents, in-vitro diagnostic analyzers/software used in the diagnosis and

management of cancer, immune status, disease status, autoimnrune

status, cardiac markers, protein metabolism, endocrine disorders, blood

analvtes, urinalysis, blood gasers.

n[erhek
Total Quality. Assltred.

Certificate [\lumber:

008258:t-01

lnitial Certifiicatlon Date:

2009-04-17

Certificate ll;suer Date:

2019-01 -01

Certificate ExpirY Date:

2021-04-L6

Presid e nt
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ô

n
o
o
3

w
,o
'!
ogJ

n
s
zl
a.

o

io
(.)
\o
@
I

o
I('r
Noq)
ljt.oo
I
t\'oa..}

-!
o

o

o
s
f

fraor
l-O;>;sEA*>{o
0

a>
US
HX\6.!_<=
8na+-
a!
I
q

Ol
U
NO
€

ofD

iK

-rfi

Fr

v

-,1

X

\<
":1

aY 'C)

6

F'FIFl
^F!9FF'

r5;E
^Jii tt
I ir

n
aDebHaor
S2!

s-N)
NJ

'1

=^l
:d
r; 6

i<
-l.,- id
oo=

\O=

q8
-OtJ
N)i

N)

oo

rqur n | -ri . tl]:t-,t :1



fi I'l

, Ty 9198-011-

Aa 11ll blx li3,tlcJl I l l'l

lloi

Ll :ub'u3,.1

:ti
{

,.i

I

-.'t

I



EI.IKIE

9

I 33-2009

oic critt tn n,,;.1' 1. 7r\

0cccii IItl tlr /l' 1 7,'\

lotrcciirttttt, Jt.

ro Il3.[er]ltl 93 9fll6

"ri

l'rr.o.iVlvpnrrrrto i

001573?

s'



*---li

s

fugen*+*at elrElprttxr, Epnxexre
yn. !!fmcc*xar, 'l? A

f-62. -S3. -t3, €6" -67, -5s, "{l$, .€1. -e2

^ 8S0S"1Sl!-i$-s2
E*, eil-lA€t

wrlnltlud.ru 6.mtil; inl@rn

ffp cDCl'?{} t | 1l t }l}6 c:' t)?,l?.

SlersoJrrrtor*rb a0 fJ-5 -llJ

:}ilsLl4nll oD Kllf)!la'l

?ftH[Kr)c't u 6st
It

ji.fi{.}(.rf lr

I,A1:

iu:c;tfirr-prr ,:l

xp*ct lrt-rfrt*o,' fh!l tj

)ittrilf r {t-{!l)lltl

$*to;tc

p03{F}().0Hne- porcno-dlxotrut

tc€Mtl
r?ylurr,

(!!-\ fiJf,()llirf lt$g R

61. {) ,.tru 35o{i

irl

Ittillr

utrjluMtl Xplt l'(rl'(t 1?llllcllotrrf

.ltcll{"! }!Vlottlt-ttvt$l tla iuirtlrir$l

'l'$ rItsE,

il1il
il fi/,[t'

..'.Kprce'.refr[,
,'tE.ieltHe I'CCI:S

{'v
$".:€iictltrLi sfqro

+)5% s Ti}Mlloilt Mcrll's, tlxtbill{ G? K}!c

1X)3II}|A tl[] f'ouitiloltcK$lly (M -P)

yc:lottHll'tptlrcllop'l llP{rltiltttl$. xpiitl3-201

ffin6x.{ B.A"

Iill il



Declaration of GonformitY

HL-7-0664DC DOI 2015/08 (1)

In Application of the Council Directive 98/79/EG_on the approxinration of

tne ijws of the Member States relating to ln Vitro Diagnostic Medical

Devices & CE marking.

Declaration of conformance to applicable sections of Annex I Essential

Requirements and Annex lll (EC Declaration of conformity) imposed by

sections 2 to 5. The below listecl products are not classified under Annex ll Lists

A or B. Access to the appropriate technical files will be made availalcle to the

appropriate body in the event this is required'

Product
Code

5267L

Tel +aa (0)191 4828440
Fax +44 (0)191 4828442

info@helena-biosciences.com

www. hel ena-biosciences.com

Description

Thromboplastin L.

GMDN
Classificalion Code

55983

l, the undersigned declare that the devices registered against the aLbove GMDN

Classification rSode conforms to th,e s;iid Directives.

Full Name: M.J. Stephenson Title: Managing Director

Date: 06 Aug 21015Signed:

Helerlra Biosciencers Eu ropeHelerla Biosciencers turope

Que{nsway Siouth, Team Valley Trading Estate,

Gatef head, Tyne and Wear, NE 1 1 0SD,

United Kingciom

(t*Nffil*



,ir$i

; Description

0lapsification Gode conforms to the

Siqhed: ft,,,

C <ln the approximation of
Vitro Diagnostic Medical

ns of Annex | - Essential
of Conformity) imposed bY

classified under Annex ll Lists
will be made available to the

GMDN
Classification Code

55997

against the above

Title: Managing Director

Date: 12 Aug 2015

Biosciences Europe

Siouth, Team Valley Trieding Estate,

cts
techn
requ

ela,Uss Fibr nogen

+44 (0)191 48.2.8440

+44(0)19.1 4e28442,
, Tyne and Wear, NE11 0SD,



Description

t -, ..t
.:..: , -:

Full Name: M.J, Stephenson

:Tel' +44 (0)191 482S440'Fax 
+44 (oi|g1 4828442

info@hel en a-biosciences. c0m

w-urw. he I e n a-biosci e nces. c(m

on the approximation of
Vitro Diagnostic l\tledical

ofAnnexl-Essential
of Conformity) imPosed 'bY

ified under Annex ll Lists
I be made available to the

GMDN
Classification Gode

55981

against the above GMDN

Title: Managing Direrctor

Date: 28 Sep 2015

$iosciences EuroPe

y South, Team ValleY Trading Estate,

to

Si l- Minus

d, Tyne and Wear, NE11 0SD,



Gouncil Di
ber Sta

C on the approxinration of
Vitro Dtagnostic Medical

ons of Annex | - Essential
of Conformity) imProsed bY

assified under Annr:x ll Lists
will be made available to the

GMDN
Glasslfication Gode

RqOOR

pred against the above GMDN

Title: Managing Director

Date: 28 Jul 2015

piosciences Europe

South, Team Valley Trading Estate,

, Tyne and Wear, NE11 0SD,

51 85

l';l l

- +: - : ,

Tef.- .+44 {0)1 91 482 8440

Fix:: +44'(0)191 482 8442 
1

i nfo@h el ena-biosci gnces.cpdlr

uryt. het e n a-bi osci ences.cQnl |1ingdom



;ln:Application of the Gouncil
:tliei[aws of the $Qmber
.DeViFes & cE marking.

Desqription

Roqtine Control N

M.J. Striphenson

Signed:

Tef , +44,(0)191 482 8449

Fax- +44'(0)191' 482 8442

info@helena-biosciences.com

Www.helena-biosciences,cPm

C on the apProximation of
Vitro Diagnostic Medical

ns of Annex I Essontial
of Conformity) imPosed bY

assified under Annex ll Lists
will be made availahle to the

GMDN
Classlfication Gode

30590

against the above GMDN

Title: Managing Director

Date: 28 Jul 201 5

Biosciences Europe

South, Team Valley Trading Estate,

Tyne and Wear, NE1 1 OSD,

n

fil

reo

om



' Declaratior't: of corfformance t$
' Reguirements 'and], iAnnex lllr;l(
sgolions 2 to 5,:Thd below li

A or:8. Aceess tolthe aPPt

C on the approximation of
Vitro Diagnostic Medica-l

ofAnnexl-Essential
of Conformity) imposed bY

classified under Annex ll Lists
will be made available to the

GMDN
Classification Gode

30590

ireg red against the above GMDN

Title: Managing Director

Date: 28 Jul 2015

Biosciences Europe

$outh, Team Valley Trading Estate,

Tyne and Wear, NE11 0SD,



'::Ddeiaration. of coflformance to

, flequiremehts andi Annex lll
.,seciions z,io' 5,'Thd below listed
'A or B. Adcess to ithe aPProPrii
',appropfiate body inlthe event this

: i:....
'::: : ,- l,-,

:':...
Product DgqcriPtion
Oode

l; the undelsigned. {leclare that t
Classificatioh Code cpnforms to the

M.J. Stephenson

C on the approximation of
Vitro Diagnostic lwedical

ns of Annex | - Essential
of Conformity) imposed bY

lassified under Annex ll Lists
ll lle made available to the

GMDN
Glassification Code

30590

red against the above GMDN

Title: Managing Direrctor

Date: 31" October 2101 3

iences Europe

South, Team Valley Trading Estate,
' Tei +44(0)1p1 482 8440

,Fax .+44 (0)191 +828442
inf p@helen a-lqiosqiencqslcom

:,rr,ww.h 
el en a- bi o sii en ces.pom

:

, Tyne and Wear, NEl 1 0SD,



Republica Moldova
mttn. ChiSindil 2001
Cod fiscal/Cod TVA:I003600I I7:
tel/fax. : (37 3-22) 54-9 I -2 I
tel./fgx: (37 3-2 2) 5 4-7 3-7 3

te l./fax : (3 7 3'- 2 2) 5 4 -9 I - 2 0

'',SA

225
GLOBAL BIOIIIARIfiTING GROUP. 1\I()LDO\,4

SR EN ISO 9001:2008. Certificat Seria
18480ts12

in aten
Referinta: achizitia publica

Not[ informativi laral.ie)

Prin prezenta nota informativa declaram:

Compania, GBG-MLID SRL dispune de ingi

producatori pentru deservirea tehnica si progr4

perioada de utilizare a reactivelor:

= analrzator hematolo gicPCE-2LO, Erma, Japonia

C5tre,IMISP SR Rezina

a grupului de lucru prentru achi{ittii
P nr'.21015724 din 10.12-13.12.20n9

- analizatorul Easy Lyte KA{a, Medica, SUA;

-,' analizatorul Helena C-2.

Certificatele se anexeaza,

Data: 1,3.12.2019

..GBG-MLD"SRL

OMITRKETING GROUP - MOLDOVB
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