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TO WHOM IT MAY CONCEIRN

Letter of Authorization

A., with head officgs and plant located in :

Regione Monforte,
Af IALA s.p,A,

30-140s3 Calelli (Asti) ITALY

$al0l41 8s,50. Fax: (+39) 0l4l 83.52,42

.coln - W\4 4/r\tocuctplacct.il

/55"R.F.A, NtB t t67248

6Ct?

ffers, to partedipate

tory oF MOLDAVIA,

We APTACA S

Confirm that t

Is ar.rthoriz

in tenders

to

This letter i

nd

val

ON BEHATF

Veronica

Export Ma

na.
1,f053 r

c,R 07520900t 5
Cod

''GBG_MLDI' S . R,I,.
ighina str.55, office

MD-2001 , Chisinau,
Republic of Moldova

Ph.
l{eb: www.gbg.md

+373 22 54 9L 20
+373 22 54 91 2L

Regione Monforte nr 30

'A APTACA S.R.L.

ELLr (AT)
. P.t,00862050960

P.IVA: O0B62OSQ960 - Cod.Fisc, : 07'

Canelli25/
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Fitst lssue Date

1998-07-23

Settore IAF 14 - 29

ITALCERT'

CERTIFICATO NO 5O5SGQO3
C E RTl FICATE N " 5 05 SGQOJ

Si certifica che it

this is to certify that

Gestione per la Qualit)
Qual ity Managemen t Systen

messo in.atto da
. itnplernented h.Y

Sistema di

of analy.ris,

ln caso di

NUOVA APTACA S.r,l.

Via Monte Bianto, 4 - lI 20900 MON;ZA (MB)

nella Sede Operativa di ::
Operanve Ltnit

Regione Monforle, 30 - lT 14053 CANELLI (AT)

/1rm6 .ll. nnrmr 1.. d tbnforme alla norma
'ls 

in cotnpliance'nith the stanclarcl '

uNt EN tso 9001-2015 (lso 900'l-2015)

per i seguenti Processi
concening the follotvhtg kirtds of Prccesses

della fabbricazione ed immissione in comnrercio di ta
per il ievo di,campioni biologici in orifizi natura[i e in ambito

e fabbricazione.di dispositivi medico diagnostici per labo

mercializzazione di dispositivi medici 0 diia$nostici'in vit
Com merci alilzazione di a rti col i da, I a brbrato ri'o

turin;g and placing on the market of sterile tarnpons for
in surgical freld, Design and manufacturing of diagnosl:it: ntedlcal
r(eting of rnedical ind diagnostic devlces in vitrb. lViikt|tin17 of la

tl

,l

Certificato d,Soggetto al rispetto dqlle condizioili s'iabilite dal Regolarnentl per'.|'a iertifica-zione in vi

ihis Cettificatc.shall silis4r tlte reguirencnts estnblial)ed in the ftules lor lle ce1lifii,ttbn iD lotte lpplicxble.

a tra le lihgud u.tilizzate nella tradqzione dbl contenuto del presente ceflificato, farq riferimento
oI tllscrcpancy betwecil ,tlie l;Dqonges used b thL' lt ilil!:tlion ol lhe .onteil ol rhis tltlifi.'ale, lreilse]elet 1.1 Ihe

. L'AMMINISTRATORE DELEGATQ
uaNybtune 2yESToX. t{*X,aJ,C<,^JLf\ :

!.
Data di Prima Emisiionii ltRLcERt' " - ' , 

;

Fh'st lssue Date ITALCERT ' ' . .

2011-10-30

gEll:3i;l i!?x:l;iE
pis lJ. 09rc

il€illro de0ll etcorot ot ilul,o 
^l(o^ot(lhen!o 

EA, lf . ISc
stgn.Fry of EA, Itr a^d llAC Hulu.l Rqnnbh A9dilt'otr

336 - 20126 Milano (Ml) | tel. +39 0266104876 | fax, +39 0266101479 | www.italITALCERT S,r.I. t I ltalcedsrl@legalfirail,it

ri di analisi.

'.

or Dtotogrca/ speclmens
ices for laboratgrles
'atory articles'.

applicibili.

lihquh italiana
ho9LEgc

Data cli Rinnovo
Renepval Date

2017"10-30

uata dr 5f€tdenza
Expiratiqn Date

2020-10-29
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Alanagement of the.r
in natural orlflce
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Settore IAF 14 - 29

ITALCERT 5 T,I; I Viale

ITALCERT

CERTIFICATO NO 505!;GQO3
CERTIFICATE N' 5O5SGQO3
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, NUOVA APTACA S.r.l.

" Via Monte Bianco, 4 - I 20900'MON,IA (MB) l

rrella Sede OPerativa di
O?erativeUni.t ,__

Regione Monforte, 30 - lT 14053 CANELLI (AT) 
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i'

uNl-EN lso 9001-2a$ (lso 9001-2015,) ,

.per i seguenti Processi

,:.
Certificato dt3olgetto al rispetto delte condizioni s'tabilite dai Regoiamentl,per la cerlilicazione in v
. . fltis Ceriiriiie.sltall s,ttisf.y rhe reqititonenis est ibtile,t in the.llules lor the ceittic.ttion h lorce 4plii;tble

rrdania tra te liirgue rttilizzate nellq treduzio'ni: ddl ccjhtenuto del presente ceitificato, fare riferimento

ol clistreponcJ, between .the linguage's ute'c! hi thi natsliliott ol |hp.canleht ol il:it Ftxlifidti:. ?k'ise tefet kt tltc l)

Data di Prima Emisilone;ITALCERT . ;'..
First lssue Ddte lIAI.CFRT

2011,10-30

Sistema d
Q u a I i ty M a n a ge n en t sys te n1

. messo in atto da
' hnplgnented by

irurgico.

e fabbricazione di dispositivi medico diagnbstici per labor tori di analisl.

mmercializzazione di dispositivi medici e diilgnosti,ci' in

Co m m erci aliizaziane d i a rticol i d a' I a b oratq ri rc

tng and placlng on.the market of sterile tamtrtons.for of biological sfie'cimens

in surgical fleld. Design and manufacturing of diagnastic medlcal for laboratgries

of analysis; ting of rnedictit and diagnqstig rJevlces in,vitro. l;ularketinlS of artic/es.

Gesti

per il

II

Gestione per la Quallt)

Data di Rinnevo
Reneu,al Date

20i7-10-30

applicabili

ta anal.lingua
langttagc

Data di Sc;rdenza

Exltiratiqn Date'

2020i'0'29

::til:3fit i!?i:i;3:r PRS ilr otrcI l{onrbro decll a(codi dl }tuluo Fl(omtchento EA, lff ' IhC
' sgn"aryiiia,trarctuc9uturlR46gnhbnAtdil'nlt .,'

336,-,20126 Milano (Ml) I tel, +:g 0266104876 | fax, +39 0266101479 | www,ltalcert, t I ltalcertsrl@leroal{rail,it



arlicoli per Iabora
disposabie labwar.e

www,ldma.it

Piove di

approints

asa

This Ag

l(lMA S,r.l.'Via Leona
Tel. +39 049 9719511 -

To whom it m

KIMA sas -

GBG MLD h

The Distributdr d

od
ax

delivery time 
7s

KIMA sas e right to modify the prices accordtng to the market of the raw

ffiffi
Megsrs

"GBG-MLlJ" SRL
STR. TIGHINA 65
2OO1 CHISINAU
MOLDOVA

2t2019

AGREEIVIENT

ITALY

SRL - STR. - 2001 cHlslNAU -n/loLDovA

labware products in the territory of MO

r:ight to imporl and distribute KIMA ptastic labware producls,

valid one (2) years from the present date.

s not have any pgssibility to oblige the company KIMA sas

I as prices witlrout prior written authorization from KIMA sas,

Vla L
35{n0

S.LI.
o DeVlnd;22
Dts cco(PD)

01466290283

Vinci,22 . 2.1, Tognana - gS02B PIOVE Dl SACC0 (PD) lt6ly - e-majl: inlo.@kima

eg 049 9719542 --gZtSsq,s - Registro [mprese Padovq, Cqdice Fiscale e Parlita IVA

rials,

Soc € 5Q

283 REA

(r - uap,
)1 466290

r)00,00 i.v.
,D 

1 60069
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/w.lq ne t-cortificstioll. cr)m

ccrtv!catlon

IQNET I'

.,

DaV

KIMA S.R.L.
UNITA oPeRAtLvE I IFERATIvE uNlrs

22 - Zona Industriale Tognana - 35028 Fio'rre di Sacco
Italia

TIFICATO n. 4264141c
TIFICATE NO,

CERTIFICA CHE II. SISTCUA DI GESTIONE PER LA QUALITA OI

y cERTtFy I'HAT rue Quatllrv MnN/qGEMENT svsTEM IPERATED BY

Emissione conenle
Current issue

18t0112019

Data di scadenza
Expiring date

17t0112022

of more thdn 30 bo4le,i and counts

l50 subsldlaries ail over lh? globe

C1SQ C la Federazione ]tallbn, dl organlsml di

ltertlfic8zlone del slsteml dl gustlone azlendale'
l^r-^ ,- tr^ ,r-ti-^ E^Ad>=ll^- 

^a 
d^^anFfraAt

\1ia Leonardo

terreni

Trading of the
plastic cli,

Riferirsi alla
Referlo lhe

Per inforrnazioni

Data ernisslotle
Flrsf r,ssue

1810112007

sGQ I\r.0044

l'lembro degli Acco.di dl

ALLA NORMA / /S IN COMPLIANCE WITI.I THE STANDARD

UNI EN ISO 9001:2015
di Gestione per la QuaiitA I Quality Management Systent

ER LE sEGUENT| lrrtvttA I noR Tl-tE FoLLowlNG AcTlvtrlEs

EA: 29

ializzazione di prodottidel Gruppo: kii diagnostici,
rer microbiologia, articoli in plastica per laboratorio analisi,

tte con vuoto predeterminato e aghi sterili'

s of the Group: diagnostic kits, culture rnedia for microbiology,

are, test tubes with predetermirted vacuum and sterile needles"

del sistema di Gesti0ne per la Qualitb aziendale p€r l'applicabilila del requibili,deLla norma di fiierirnsnt0

in' of lhe eualily Managimenl System lor delails of applicalion la rcferenco slan(ard requirenenls. .

rispetto dol documento lClM "Regolamsnto per lacerlilicazione del sistemi di gestiorie" e al relativo.Scherna specilico
'ij[ni 

iequirementt ot lhe lClM dacufienl "Rulgs [or lha cetlificalion ol contpany nanageneni syslens' and speci/rcsc'e4o

e aggiornato ckca eventual variazioni intervenule nello.!tab della berliflcazlme dl cui al prd$nte 0eillfical0,

si pilga di ionlattare il n' telefonico +39 02 725341 o indiiizo e'mail lnfo@ic.im il'

iilornalion about any changes in lhe ccftiitcaton slatus relerred lo in lhis ceflificale'

please conlacl lhe nt)nber +39 02 725341 ot enail address inf@icik il

ICIM

20099 Sesto San Giovanni (Ml)

EA, IAF C ILAC
iCISQ /s the lta,i3, Federatlori of managenent
I system ceftificati1n Bodles'



:
if

:
IJ
Da
D

.***.
kJr
r*1

is a member

.ignet-oertifi cation.cpnr

assoclStion ol the world's firs: class

ls tha largest provlder qt nahagement
cartlticatlon ln tha world.

www.clsq,com

IQNet,

lQNet is

4265141C

\/ia Leonardo Da

terreni di coltu

Trading of the

Dala emissione

Flrsf rs.sue

18t0112047

Dlastic disposable I , fest fubes with p,redetermined vacuum and sterile neiedles'

dol Slstema di Gestjone per la Qualit) azienda16 per I'appl'rcabililt dei requisiti della nornu di fileriment0.
Riferrrsi alla

Rekt lo lhe of the Qualily Managenenl syslen tot dllalls cjl applicatlan Io rclerencE sl,ndatd rcquiremenls,

Per inlormazioni puntuali e circa eventuali variazioni inl€ruenute nello stato della cerlificazione di cui al Presente cefliflcalo,

di contal{are il n' telelonico +39 02 ?25341 o indirizzo e'mail info@icim.il.

inlornalian about any ihdnges in the ceililication slalus ro[ened lo in lhis ceftilicale,

Dlease canlacllha nufilJer+i9 0?-'25341 oremail address int'@lcitfi il.

Emissione conente
Cutent issue

18101t2019

EA, IAF e ll"AC

Data di scadenza
Expihg date

1710112022

trf
FICATO n.

FICATE No,

OERTIFICA CHE IL SISTEMA bl GESTIoNE PER LA QUALITA Dl

Y CERTIFY THAT THE QUAu|Y MANAGEMENT S|YSIEM OPERATED BY

Sacco (P

zzaziane di prodotti del Gruppo; kit diagnostfici,

microbiologia, artigoli in plastica per laboratorio analisi,
con vuoto predeterminato e aghi sterili.

of the Group: diagnostic kits, cttlture media for r'nicrobiology,

Agreements



,,.24 t s20.. f occHfi cr'ec obAopaqr F' 5p.ll{c'(l
. c, cynoiirno, yn. llloccc*rafii'l7 A

tu0, -5?" ,5t. ,{0, '6'l; -r
tt4

www.rnlrilft\0d.ru o.rilbll1 lnt0(4

il 06fldqtrrt

)a

rrrlnlnted.tit

'1,12,2015 r.

I

p
o"
rpu6

6f))

Tor.
Mx,
Sfil

!1t{

l4g'12't 
g2

ro xa k ail r,

r (a832) 0

32.J4iu7urF| 6 urr

9nr,
r.,|il'.

Hu

llcr
Jll0 fiLlllccll

't

Ift6op pcnqt
'rro iry

:t'|10'q)tlrUl

lJsq

troB ((l!
)i98-01

tilr(1e y/l()01:()nq)cll

ropl'

ttcJt0 Hlu}t€pcllo
-295081 33-2009

.rc N,o oCil'> 2009/05559 o I

HHO{!>

["""-ff 1l l9 .(u a il:jl'o1'0llJl(rlIll.ll l::'*:''-)
), /ul,l {llt(}xpr*,,trn"ar*n,
upcl(r (ot I0rtgl rtllnx JUL{ ptlOo'll

2'1

L Hutt
0xll0.Nt(t

t! 11il,r{rINl(

rXllllrl0Olt

u{l0ll llc
ttrlc0tit.lX Qli't t>t<'t:l'tt

I o6ltrtc'r'lt (:lluHlPfl.

o't;tc0r,Rtlttitn

tO0 lrlHkl)orrK0I()B IJCTCX Kp 0,\lc

[tottE iltI1' IIO KllXU l'llJltr
X.rpa tct'tlPnctrrxt tl

.ttol.tlrc uo TV
PcsyJttirr lt llaJr Illll

:rtrrrtoi ClcorlttcLtttrt,t xllltl(0tll'r! l-'(')

o6ttt't xclt"t:oLla tt'lNt ol:l)elllioi(
cOOllldl ucilt0yellt

l-!ncutt
il{ 

D'{/
llptt

c

l:l*rrt<oc'

20oC, v
it, I(llll
I'r;/o

ilf rtrrocK[rt l I pl ('llcIIll|9l)rl',ry.pu Or22O

0r 1.5150 )K) r.5l $0

t7

IIIoxur
20"c'

3'lh ll rl0NlIlCll!{[ lIl)l{'r0trt llCplll'ypc

I(o: ltlr ll rcr r 1touycl({rtt Itt Atacltll, r% !Ie ltcrtcc 70
440 h

54() rr
t - 98,2

-" t 00,0

roc. .vacJro Jil"'l'l(o yrltulrfo'l'o,{ (

.l I rfd itl l{ t lCol(l)Aill CI l}It,l Il I Il)91 rt

rjllr-at{ott-xrttletlr'tlHlltl ll[tecl]tl'

c'r'rr - 1,5 to/l$ c lltlltit lt3llol{)l

J' TPut
poll0llHc rt(rilxllo ItP0Dolttl'lL(

t(ellsrBylotttl.{Mtt 110 ).lntlII0t\l ll

, trptt orrl(,ot{rcJtcttoltr tutpxttt

li lry,lcll, a't xocrlrcptlr'tx oou,/1rt
,,4,

I(Xlcl) xl lc

il11'uM,

)srblO [0(

tclll{t.

c il olll'lll(
{ llCclttlr. I

r,rls'u)0llcl
qlll uo3/Iy

t r'l.a rPcoc

'npau lttlr

trl)cr t0 ptt:t'n, rlrllolttttrt t, llo Il Jl !tl I3r't x o ll o6't,ct<'rutttt l

xlrqp'f t l.(,

)lr
i\10clfl llrl

'1'1

ltt'l)cBor t

rlpoxxr\l
I Ip'1\11'l X

'-t -'
oI<!ar
ROilKll

pcilaJ
K tlul

rcllof
rlyJ(
It MO

JItcrll

)'r0lIl
10508

0 Nrr obcctlcqttlrtlc

tIllltc ll ]il]glloll llc
l,l.tnill tl l(Pt'llfol'o Tl:

op't{r, Xpoltellltu : l

rlr ilo doJleg 80'lo

[H],lx cpc,u $ letlcrl

r'.u1il'olllll0Jl H

r(iot)it r)cufcll'liOu (

I llKK)lptl flloq I{ I)KOII(lltl}ltlt

IUlcuop'll{l I) coollts'IgfLllll{
t yrr0KoIll(C l1!c/(lrl)lltll tttl'll
0 irfeCI'tlX, inllll,Itlelllll'IX 0'

rrc 1]oor'0 cJ)ot(11 I'o/(l((JC'l't ,

t{aclto l.tntltcPclloll(l0c))
)T1lp(\tlI llllrl, xl)iltlr'ilnl,{

r)g u0l.lcccllHq-

c trp0lll'ulillill
l'o1'ollltllctlI It

0 03/(clisrllltJl

icrHrtttttllrt'J')r
o.lll\tcrr0lll{J{ ll

9,

1(

I08"01 I 3"2009 ttprr co6lttoJ.(ctrlttl

t(0 r0l(rTocrll.
il01

IIn.tHnruun flTO

J'crt0utlii'tIill t0Ix)

:l:ii.,.i'
\. t.

!* :-

':



, 241520, Poccufi oran @eA€PaqHfr 
' 

EPff

c. Cynoxero, Yn, lluoccefiHad, 17 A

7 -g7, 92-24-52, -53, -51!, -56'' 57, -58,'60''€ 1

r,nuti xoveP . 0'800-10C'48-32
s2-21-51, 92-24-55' 9?'24-01

www.mlnlmed,ru

T'poDaJIbHAfl

2026-76

I t.pr) illrx Bolllcc'I s, DoJlcfrt(tl l.l tl ix_ ll3 ll clll cl I I tl{r'r

ui''r',rxx* r rpfl l'tctlx 16ct tirtt cop6tipytorlluii uu

oOnaoTb,

Irpurtccn, fipll
xiut,

o rn6cxarttte

0K0lIqntuu

nlctnG!rrlg

l.
2.

_1.

A

5,

o.

7.t
8.

xpill IUTLct

..{bPa ft oPrI

ll
oI'

qccr{re KaprKlepilcr'lrKx .*" I

5 + 0,05

tru, xIIn - rlp ntolli:e 6.

- cclnt{01(HCJtt)r() Cltl (t1il4 XOJIOJII{(} -OCilx)lel

0,1 no 0,5 Nt'll - ttc 6oltcr: | 00,

0,5 nrrt2 - 0.

atc ll xpallL'lllie
xI)cltlo,tl bt ()fi 6yuat'u nu )"OCj'f l64t-75. ,lloJlxilu

tlOXpllll IIOOl'L lm)tcnllj.l llPl{'tPiulc I xlxllclrfil'I,

6erorlrclt oct'tl
lranllll

ItcIto,lb3oBa'rL n6;ttrlrt lc:r(IIIIIIKoB orllf,

ilpH )K0llJ/yirrn tltlH tt3jlo]lfi fi fi :l 6yftal't't.

o0 Flfi.tt!l34ltnlr
qr:lt ope1u, xtl:rt'tl{ It sjlopoBbt J{loilcll

l'lo'rpc6rre;tct l.

It-tr0?ol)ll,1Lulrl
y6rr.rxo Mapuil i)r, r'. Ilorxcr, y.r. K. lvla 10.

ljplttCnal o61uc"rr,, 61:rltrcrttii pniiott, c lyrr()iluro, YJt

llloccel.irton, I7
Cpor

lpl, (plrJIl,'4)ntFlll

pu 6olut, (Drutt'rponaltt,ttttn

'n - OC il1.
ar'tf lillonllrllt,to I l*t, r'* 75

,% - 6!1.
|lltoA8llllllllttllllKl ll0

g cttoco6trcc?t, c *lto
llojrrr loilu, % - uc coltcs 0,1

tut crnrcofitlrctt (

- !HCtro copt{lloK }rlt I rl:

'r]]$nuIl0llIrIPollltllrrt ]l
lt)tx cKJl{IJlilx. Yntltrltlra

x oca/IKolt 1l (loq[c]l

nr tfiJleJlut{. co5'tttttAtttr' tlllan

5

ll9 Ilpellcl'Alt)1rto1' ollocllocttJ
loprtllcrx ytlt,lllt:itI tlttt ltltltultl(8

: ().\0 <Mlllil(>, Poccrr
r: CX.)O <lvlrllrMr'/Q>, 24

r I:OC'I 1641-?5 uc

(1000 +

lt.,lD1.tl.

rro. I'

(t0(J0{10,0)

frpatt
425000.

0. J,@.

t,lr'Vt!

ll]{ lt lll E l



lt

Nb yM-7",10681I ,ii ":liirr

,l 0()L) MlrllllMcil (llltlo"tll'l B l"usuHtluhurt rlur{s

{ilEAriPAUf4rl 
]

I

psrrcrprrurrt{ | llir*e;uru}ltl-s'.tltlpil.,
ioo. n.r-aoo; H-l.o0o, H-2-6oo' H.1'800, H'2''c00,H'1"I
-?.3000, l1"l-5000; ti':I"5000 I i

l? i CrPgrut,rt, 3 (lrPaltttu: 4
.{

j CrPuttltttt: J t"ll'allrru' c :i F ,l

I i,F n'.{
: OOC) MlrltrtMcit (rurtojrur B l)uct)Hllsli0ll rtrs11g"""""l pnr"r4fllcKAfi :! i :' I i

r 170 ;d$i!tHf,Ti3l';'; ;;;;; 
- '. -- - - :lll " triili * d:;

:|yrno lo13}, *1j100'29tiz; K't'leo'zs/32' K"1'6Po-2e/32' lr1- lf t- 'i,i
2.V- 1 ' ,i!. 1.s!

rrc'ron 2. (-il'10G22 IC2"100"34, K-i?'25o-34' K"2-50t)'31' ltl-2' iil " 
't 

i
foDoin.t"so-zsn2.'n.,t'100"n€l3?,n'1"250-2e/32'Il'1- lL a t!

HHl,rg c {tByfilfi

)o.zrtts2'"ss/2d: xry.s.id00q-e9/32"28/0?; ^+ i : :

. (n.non"u,,r. 1)i 1-2501t9/16, 1'500-29/l)2; .. .'-:^ ^. 
' 
IA (HCnOnH€ftHe l)i 1-zJujlL,/4D, t':)uv'(vt.'&' .. .t_ __ n

* iucnonx*n xre 2i;+2-1 00"2 ?, p4 soal' ? lio(rila' i\1 000'sa ; rir" iiF,,'l-' [i ] t
(3urnepa): Kpt< -ilSlxpt-t-as{ - ' t,b + ,''1 -, [l ] t. ir 1 .t

('unrrvH Mqrrro6Holtoru\icckLro i lt l
{
rt

'r*itl,im*i'*l*i[tii tfii$# irp'[f;;d

117$1,il7:012- nocyAs n;CroEafOpra. c nptr rJll: q8til(H trrFxllilo$ortora\rdckBtt

lB0B (flerpru) Lll\4 Ty F464i0?r'291
.ulz-llocyaanaoopafqPncnsrrP,t t. a

lB0B (fleip rr) ..ilu TV Bl6c;ozt-esl 
i I ;, j
f | ", {rrpooxonoroueoran (l-lerpn) HMi I i t.' I

^.,a- /rla+{,/\ Ul, ?,v 
^oVLrualHilqqItxilo,olonOnrqecran (l-lerprr) 9fr1. 2-x c.eX{h{tHttaR

| 11 Dl 217,O1 J- tlocyna ra6opaiopHafi c np!lt{aAne)r{Ho-crluu: xoxret:rnep

1808 ooninn npo6 TVrg4$a-Cil 4'20508133'201 3

,t

lpu na6opaoopHble AnF e:nrnd npod c s:jsltH'lueooulo*icR xpstulxoii'(3

^n 
t,a\. I30 Mn)i I

:puno6oparopHuBAnfig.rnruf, npo6GJABriHqIsAro'J.leliotxpbrurxoiirtno)BKoH (30un,60un) 
lt I I

1170121?.O14. flocyAe na6opeiqf1an,c.1n3Lagl.*H*]1MH' uiraril6lt Meq|lqtrHc(He 
I t : f

rB0B nonrauepHure rv e46.-r)rz.t,,touff#;r..*. 
ll : tu ' f-l;t-1'llrJ'{-}

Ann npo0r,tpo( u xpu(npo6hpot('UnK-64; 1 ,u)* ,. ,:' 
^,..r'i

' ,i . ,,'\ :'l i,J' ^':'/ ".\ :lL '-.-;;;;ffi;;;;iuri6":dr , loJ ' 'i' ':':'/ ''..1, 
,lt ' q

Ana itpo6npor t( nvnlrror{ tlJl-11v1120; I '" .: , '' -,. ." ' j } " 1
npognpor HI":qi



NV.

MA GEMENT SYST

llara Ha'larbHoft cepTfiq]h Kaq|(h

5 20 AeKb6P, 2000

cTaHAapTy:

Ilei.lcl Bh rereH i

2I vln9'. 201-8 " 3f

Or at,rnycxarcqL'ro oQhca
DNV GL - Business

ycra 202ll

epaLJt Al

nce
9, crp,2, HocKBq,

6urra nphg

rso 900

Hacroqu-ltafr
N PO H3BO
AHATHOCTI4q

;,"", ";^;",;. u.;;i;;
1 ..i ; ,,:',r. li rt,,,rl illj,llj

rl- "al i1)lii

KOTO NNACTHKA.

hKar AeficrBHTereH Anq cneAypqefi oonacrn:
AO3ATOPOq nilnEToqHblx H cnEuHArIbHOr

l''lec'ro h Aa ra :

MocK6a, 2L l'rcxa 2O
TpexnpyAHbti nePey
P'occricrar oeAepa

5r, ('= v't--.,-,

ceprei fpy6Hr'l
n peAcraBurenb

o
FINAS
Fi nn ish Acrtedilalion 9ervi';e

s001 f€N rso/lEc J7021)

Ba cepr},1OhKaqHlo aenaeJ AallHblfi Cepff Quxat ne4efr crertensHutm
iti.i::,ii'.rl.l;ii,\'f;)l,iit,r'i'i(-l: 1:1[il.lEiit) (io1 ;\i). \dili]r;dti]rnI i;, 

'i2t-1') 
$.s!]{)'j

l-lt"uQ.*

L



Letteri of AuthorizationDate: 2019

Avantor
manufactu
Histology

Sowin
44-101
Poland

herewith s that:

l.M Global Bi arketing Group
Republic
MD-2001,
Tighina strl 65, 07 office
Tet (373 2l ) 120,549 121
Fax (373 2l ) 7 373

ance Materials Polbnd S.A., reg. No. 0000010108 who is an
n-.-a--l- --l n,-l:L-^+^-^ ^^,1Hematology- Reagents, Stains, Controls and Calibrators and

I at:C€ltt

r 1'

'ice

act as our distributor for our hematology/histologly reagernts a
rlrlnrra

we will supply the froducts
we will supply the Products

for the needs of tenders,
for tenders with warrantY as; Per

The produ lists of LM Global Biomarketing Group have been duly tr
qualified iding all services in regards to r:onsulting, sales, maintenance

ln all the activities LM Global Biomarketing Group is acting in its own n
own account.
This authorizati

Avantor PQrf
Poland

ance Materials S.A.

. Regi

. carry
these

H van den
Marketing

:\

s of Sale.

Global Biomarketing Group is duly entitled to:

, offer, negotiate prices and sell our ProrJur:ts in Mrcldova;

required product training of the medical and tecrhnical personn

letter is valid until about 1 year after date.

V1

Be
Prc

i

is authorizgd to
(Products) in M

We declarg tha
We declare tha
General Condit

Fufthermore Ll

Manager Diagnostics

lished
ucts for

controls
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who will
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e and on its
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Avantor

Certificate
.drvarclecl tr>

Perform'ance Materia| Poland S.A.
uf. Sowiriskiego 11, 44-101 GLIWICE

POLAND

u Ve-ritns Certitication certify that the .N'[anageirrcnt S1's1qm of t]re al

has [ree"tr autlitocl and founil to be in accctrdanct: rvith the rr:cltlitem
e orgaflriatlofl

ln analiemen t s1r5 11;11-t ri ta r.r dards d etailecl b el,rs'
ts of the

S'1'ANDARD

DUCTS
LS, HIGH

INCLUDING
FINE CHEN{ICALS, ENNOBLDD CHEMICA,LIJ AND IIIC[I P RITY SOLV$NS.

Cjcb:Stutr Dan 15 September. 201E

lo lhe roilinttcd .tti.tlilrltry alten/ion ol'lle orytnitarion\ )'lanrtgenenl ,11'tlent,

i: vailirl until: 14 September 2421

SALES OF CIIEMICAL SEITVICES AND CHEMICAI.
INC L UDING F'INE CI I EMICAI.S. ENNOI] LED CI-II]M I

PU RITY SiOL\/EN1'S. CHEMI(]AL SERVICT

PRODUCTION AND TESTII.JC OF CHEMICAI, PR.ODUC

chuk thb efli/imle aa/idity p/eare cttl/: *18 22 5-19 04 00

clai-/hatiott wyrdin,g/lte tope ofthi cntifcate aM lhe applii;ahili4'oJ iltc ntana,genteilt yl€m nquitvnetlr
be nltUined fu tonnr/ting lltc otyatitrttton,

Ittue l)a/e: 29 Jlne 2018

(brilfin/e Ntmber; PL008875/P
AC 081

QMS

t l.\\1i:ii\C l(ll:,\l)l)Rlisir hvta! \:cntu ilci*kr frr' z r.,r, ol \(rgd{lNi 4. fl ?06 \$rrs?Ns'r. I\rlaDd;
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Diluid* Erma

Dilui is a specially fi red, non-sterile blood diluting fluid for use in ce

nd sizing.

h.l

ination with

The
paft

useo

The
and

BC
is designed for a ated instrumentation, capable to monito

the aperture impedance principle and
operate at an os lality of 330 + 20 mOsm/kg, Diluid* Erma

t* ERMA lll Diff and Lyzerglobin. PCE.

a three-
ronically
uld be

C, PLT
during

nt is used to dilute blood prior to counting and sizing of
Content of the nt maintains stability of RBC, PLT and

cou

iluid* Erma is
NaCI Oa, procalne HCI

r based and contains:
nd preservatives in an inorganic buffer com

Avoid tact with eyes, skin and clothing.

Erma is stable for three years at 18-30"U.

o visible deteriorations; othenrvise the reagent shouldn't give
. The reagent can be used through out shelf life, giving optim

No guarantees !o reagent performance are given after the date.

Dilui should be used undiluted according to instrument ma s
a.tn

Fur
Diff

reagent may be used with next lysing reagents: with CyMet.
7 -' ',''
RMA

9020 Diluid" Erma 20 litres cubitainer
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ifor use and should be connected as listed in the Operators m
ay be used with Hypochlorite 0.5% or Proclean* as a cleaning
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ill Diff

a lll Diff is a lly filtered, non-sterile blooil lysing reagent fluid for
counting and sizin

is designed for ated instrumentation, capable to moni a three-
differential, based dn the aperture impedance principle. CyMet* Erma lll

be used in combinhtion with Diluid* ERMA.

no visible deteriorations; otheruuise the reagent s;houldn't give c

ce. The reagent ca4 be used through out shelf li1'e, giving optim
No guarantees !o reagent performance are given after the

'or use
lll Diff should bd used undiluted according to instrument

tolysis
modifies

mised

ry date.

agent.

Therd'are
perfofma

REF*T

s instructions foi use and should be connected as listed in
manual.

y be used with Proclean* And Hypochlorite 0.5;% as a cleani
reagent may be used with Diluid. ERMA.

CyMet* Erma lll Diff 500 ml HDPE bottle
Deventr:r - The Nethof AvantorrM Performance Materials -

€@
ri' Peff orman ce lvXaterials

20 -7 418 Nli Deventer - The I'letherlands
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te 0.5% is a filtered, non-sterile cleaning fluid for use

is designed for -automated and automateld instrumenta
diluting parts the instrument.

diluting parts prior to remove cell frag

is water

The
the i

H
Sodi

REF
REF

T

(0.5%

llowed. Avoid

and contains:
chlori ne) and poly-oxy-ethylene-al

ct with eyes, skin and clothing.

0.5 % is stable one year at 18-30'C.

1000 Hypochlorite 0.5% 1 liter bottle
5000 Hypochlorite 0.5% 5 liter bottle

of AvantorrM Performance Materials - Deventr:r - The

C@
Pedormance il{aterials
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ons; othenruise the reagent s;houldn't give
be used through out shelf life, giving optiu usuu Ll ll tJugl l Lrul Dl lltll llrEr vrvrl 19 vPrrl

. No guarantees {o reagent performance are given after the

Tel.
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Homatoloqv controls

lntended use
Clinical hematology
semi-automated and
J T Baker Parameter or
orocedures When handled
calibrated atrd functioning
expected range indicated
Daily use of these controls
and accuracy of instrument

Reagents
Parameter Controls contain
flxed RBC's and or
WBC'S, in a plasma like with

Product no., pack size
See page 4

material for quality control of automated,
; that measure whole blood parameters,

are hematology controls for these
ent sample and assayed on a properly
the control will orovide valued within the
v sheet.

quality control data to conflrm lhe precision

I human RBC's, platelet components and
for partial differential analysiq to simulate
servatives.

open stability

lnstructions for use
a, Remove the control

room temperature (1 I
b. Place the control on a

to mix the control
mtxer,

c llold the vial
and forth for 30
shaking, Continue to
uniformly suspended.

d After mixing let the vial
bubbles to disperse
sampling Analyze the
sampre
Atter sampling screw
free gauze and replace
Place vials back in the
controls, Store in u

Storage and stability
Parameter Controls are to
this temperature, the

P rocedu res
Instrument procedure:
instrLrctions for patient
In use
l\4anual procedure:
Controls Refer to a manual

Expected results
'Ihe mean assay values
derived from replicate
as by manual reference
prior to its expiry date
listed represent estimates
parameter Inter-laboratory
calibration, maintenance
reason, the assay values
absolute assays for calibl
Values and expected
sheet must be estabiished
consecutive analyses will
each level to establish the

Warning and precautions
Warning: Potential bio ha
Parameter Controls are
qualified personnel. Human
were found to be
licensed reagents No
products derived from

The devices as mentioned
l\4edical Devices Directive

80c

the r
30'c

manner until the cells are completely and

sturbed about 15 seconds to dllow small air
:rt the vial 10 times immediately before

e

t.

rle blood calibrated instrumentation as well
values obtained on Parameter Controls
the expected range. The eipected ranges

is usually accounted for by inqtrument
ng technique or reagent branq, For this
uide-numbers useful for contrbl but are not

uments not listed on the Assay Information
)r. lt is recommended that at least 5

or inter-laboratory variation for each

on a properly calibrated instrument for
and standard deviation.

for lN VITRO diagnostic use by trained,
used in the Parameter Controls

and antibodv to HIV when tested with
can provide complete assurance that

for
test

not transmit infectious diseases. Follow
samples when handling or disposing of
ruth. Avoid direct mouth pipetting of

Avantor BV
Teugseweg 18-7418 Deventer - The Netherlands
Tel: +31 (0)570
Avantor emea@a .com

comply with the In Vitro Diagnostic

6chantillons direct€lmenl avec la bouche.

Page 1 of 4

Les laboratoires d'h€matologie clinique
contrOles de qualik! de proc6dures autccontrOles de qualik! de Proc6dur
manuelles qui mesurent tous les

des valeurs dans ld fr)urchette
L'utilisation journali+ro de ces
6 oermettant de corifirmer Ia

sur l'appareil.

Contr6le h6mirtol,ooique de r6f6rence

Usage indiqud

plaquettes, des globules rouges modifi6s
globules blanc!i stabilis6s combin6s avec

besoin de substances pour des
ues, semi-automatiqu€!s et
0u sang.

' simuler les globulep l)lancs, des
cellules humaines rhodifiees de

OANS UN MIXEUR EIE TYPE

la paume des mainsl Le m6langer
ant 30 secondes. Evjte,r de secouer

flacons avec un bouchon a vis,
chon avec une servlelte en papier

en position verticale entre 2-
de contrdle sont stFbles jusqu'er

D0000e 
1 

0
Version: 12.0

Les sangs de contr6le de J.T.Baker sont
r6f6rence pour ces proc6dures, S'il est
patlent et analys6 sur un appareil de
de fonctionnement, le sang de contr6le
prevue telle que sp6cifi6e par la fiche de
sangs apporte des donnees de controle
orecision et l'exactitude des mesures

Rdactlfs
Les sangs de conh6le contiennent des rouges humains $tabilis6s, des

taille bien d6teImin6e, dans un fluide ue avec des consqrvateurs

R6f6rences produ its, conditionnements
ouvedure.
Voir page 4

Mode d'emplol

stabilit6 des contrOlt)s aprds

a. Retirer les contr6les du refrigerateur
a temperature ambiante (18 a 30'C)
m6langer.

laisser les 6chantillonb tie r6chauffer
t 2q minutes avant de les

b. Placer les contr6les dans un mixeur pendant 20 minutes ou
suivre l'6tape suivante pour m6langer contr6le manuellemdnl. lmportanl

vigoureusement. Conlinuer a de cette maniere jusqu'a ce que les
cellules soient compldtement eL en solution.

d Laisser ensuite l'6chantillon se oendant 15 secohdesl alin de

oermettre aux bulles d'air de se
doucement en retourner 1 0 fois

Avant d'6chantilloilnr-'r, m6langer

mCme technique utilisee pour les
Analyser le conlrole avec la
s du patient.

Apres avoir pr,6lev6 I'echantillon dans
essuyer avec pr6caution let tube et le
absorbant et rL'mettre le bouchon t apres nettqyage.
L'echantillon ne doit pas rester plus 30 minutes e l'ext6rieUr. Stocker

verticale.l'6chantillon au r6frig6rateur en

Conditlons de conservation et stabilit6

NE PAS PLAC;ER CES
VORTEX.
Tenir l'6chantillon horizontalemenl
en le retournant doucement 1 0 fois

Les controles sanguins doivent Ctre
8"C.Conserv6s a cette temp6rature, les
leur date d'expiration.

Proc6dures
Procedure inshumentale: effectuer les
des fabricants pour les echantillons de

6carts de I'appareil utilis6,

calibr6s ou A oirrtir de m6thodes de
manuelles, sur tous les paramdtres du
de cont16le de oaramCtres ant6rieurement

sont oas list6s sur a feuille d'information
ll est recommand6 qu'au moins 5 analysesi
appareillage correcitement calib16 pour
moyenne et l'6cart type.

Danger et pr6cautions d'emploi
Danger: substance biologique
contrOle sont uniquement pr6vus pour une
des personnes exp6rimentees et
contr6le de paramdtres ont subi un d6pi
anti - VIH - 1, - 2 elanti VHC et les
manipul6s comme des ptoduits
precautions qu'avec des p16ldvements de
rejet des echantillons Ne pas injecter ni

et proc6der selon les instructions
Se ref6rer aux valeurs et aux

Procedure manuelle: les m6thodes de I peuvent s'appliq\ier aux sangs
a un manuel de pio,:6dures dede controle de 8 p€rram6trer et 3-diff. Se

laboratoire clinique.

R6sultats attendus
Les valeurs movennes et les deviations
des analyses obtenues d partir de

lards indiqu6es sont fond6es sur
de r6f6rence utilisant des appareils
: utilisant des oroc6dures
Les valeurs obtenueF liur les sangs
la date d'exDiration dU jlroduit

, Les intervalles atteldus listes
laboratoires ou eritr(: appareils

rttendus pour les app{reils qui ne
ivent 6tre d6termin6s bar I'utilisateur
cons6cutives soient effe:tuees sur us6cutives soient effe:tuees sur un

cat6gorie de sang afin d'etablir la

devraient Ctre A I'int6rieur de l'intervalle
reor6sentent des estimations de variation
pour chaque paranrdtre. La variation entre
la calibrage de I'ins'trument, la maintenanc

rboratoires est en g64eral attribu6e a
et la technique d'exploitation ou la

marque des reactifs. Pour cett€r raison, les
repdres n6cessiaires pour le contr6le et ne
la calibration. Les valeurs et les intervalles

Jrs indiouees sont dr:s valeurs
pas des donnees atrsolues pour


		2019-12-24T09:59:40+0200
	avizat




