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TYPI,CAL FOFMUL,I\ (!I/l)
Peptospecial 23.o
Starch 1.0
{iodium Chloricle 5.0
Agar 1,1.0

Final pH = 7 .3 *. O.2'. rrt 25 'C,

COLUMB
Medium

DESCRIPTION

TECHNIOUE

OUAI-ITY CONTROI-

Appearance:
Color: beige.
Y

Appearanc;e:
Color: cherry

qu€|.

I ncubation

Microorga
Streplococcus
Streptococcus

Gardnerella

:flowlng, homogeneous.

: 36 + 1 "C for 1 8-48 hours at 5-1 0%

ATCC Growth
1 961 5 good
6303 good
25923 good
14018 good

COLUMBIAAGAR B'ASE, enriched with sterile sheep
microorganismf such as streptococci, staphylococci, ;

(5%), is suitable for isolation and growth o1'fastidious

ococci and listeriae from clinical sBmples.

loop and incubate at 36 + 1 'C fpr 1B-48 hours aetobically,

), in accordance with established la]boratory procedures,
pes of hemolysis on blood agar melia can kle described:

lobin in the merlium surrounding the colony, causing a greenish

r zone surrounding the colonY.

d no change irr the color of the medium.

Characteristics
p-hemolysis
o -hemolysis

B-hemolysis
B-hemolysis

LCHEM s.r.l.
Scozia, Zona Ind.le '64026, D.A. (TE)- ITALY

+390858930745 Fax
:www.liofilchem.net E-mail: @liofilchem.net



PERFORMAN(
When this medi
and an antibioti,
of the pathogen
pestls, C/osfridr
showrr to be affr

alpha-hemolytic

STORAGE
The powder is v

use it before the

Store prepared

BEFERENCES
1, Ellner, P.D., C

45, 502-504.
2. lsenberg, H.t
DC.

PRESENTATIO

)E hNlD LIMITATIONS
um is; enricherj with 10% sterile sheep bloo
: mixiure is aclded (vancomycin, colimycin,
s neilrseria. lf used without the addition of I

tm pt,irigens and enterobacteria, Hemolyt
:cted by differences in animal blood. Sttch
on :;l reep blood agar.

ery lrygroscopic: store the powder at 10-3t
r expj y date on the label or until signs of dt
plateri; at 2-8 "C.

).J. S)loessel., E. Drakeford, and F. Vasi (1€

t. (ed ) (1992). Clinical microbiology procec

N

EN
ilii]TTiIITTTI

l, heated at 80'C for 10 minutes un

trimethoprim, anrphoterycin B) it is s

lood, the medium is suitable for grot

c reactions of some strains of Group

;trains are beta -hemolytic on horse

oC, in a dry environment, in its origi
terioration or contamination are evic

36). A new culture medium for medir

ures handbook, vol. 1 American Soc

Dehydrated culture medium
Bev. 0 - 3rd Ed. 2004

Page 2 ot 2

til a chor:olate color is obtained,
uitable for the selective isolation
uing ol Brucella abortus, Yersinie
D streptococci have been
and rabbit blood agar and

ral container tightly closed and
lenI.

;al bacteriology. Arn. J.Clin. Path

iety for Microbiolgy, Washington,

Product REF I
COLIJMBIA A( AR BASE (11,6 r) 61 001 3 500 g

COLIJMBIAAC AR BASE (2.3 r) 62001 3 100 g

COLIJMBIAAC iAFr BASE (116.2l) 61 001 35 5Kg

SHEEP BLOO ) DEFIBRINATED 83296 5U ml

CNA (Staf / Strep) supplement 81 048 10 vials

Gardnerella va inalis supplement 81 040 "n0 vials

TABLE OF SYMBOLS

@ u"..n.. d0 G Cautioil, ronsult
accompBlrllifig cocumBnts rd Maflulacturot

\Ii7 contn;nssulficicnr

\7 tor<n>t€srs IVD fil Yt,'fo DiagrLosilc
Medical Dc\ritc

REF' Catdlogl
ntlrnber

|| Fragito,

-L 
handlo ,vvith ca.c E Uso iry

\.ll Tompcr{turo

I\ llmitation
!t'r-7{r
I

Keoll a1$riiy lront
hoal sDl I rce

rI )FILCHEM s.r.l.
Scozia, Zona Ind.le - 64026, Roseto
,ne +390858930745 Fax +390858
rsite:www.liofilchem.net E-mail:li

A (TE)- |TALY
ln

;m@liof ilchem.net
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l' pI3:

r0Be fion4ocpupa * 6OVo.

lt:

Irh;rgnxaropsr ftynaaxHrte B(

XUM gqe0 t(He oAHo pilitTnL]ft C{::l"lrt t1

nOJIOCKI,I g HaH$ti*|{t'lLl'\l llir Hr:1"11 ,rl*J

SJteMeuT0M cD aBHe l.+ f.1ll,

lrl Hgur<al'oprrafl Ko fi4 n{):lr ru1ltr cocTo

l, [Iornurg]uitii cua:lxr.t Ba oc

Ir[t t4ut<a.ropr't naponoil
<<I4Hrec:r> npeA{J.$"irF.itttor co6oii
ocHoBal:rx4fl c HaHr1t"l[HHbIM HA He

METKOI;I I.I 3TEN{EHTO$I CPABHEHI4'.

ZHr'tt.tttlrlopH at K{ )'\t I t()3lIIIH.fl cocro u3.

L l-lolNuepH$i:i i:tllt,ll{l't 1ll:\ L}{:

2, Ilarueur' - S(]'l'ir" c{')L'l'{}#t lu

- rlHTpar aMNI(lr ttx I5-250/o;
- cyni,rfamflHt)Iittrii nucloru 5

- ll'uotcc!r.{a "r']{T ;1Ha - Z0-300/o

r{JlacHTelb llii ocFIoBe 6p

14rr;lnralopr,t napoBo14

t11'l.ltt.tofi l4;,. flIIgHorlllble napclnoii creplfJtl'lJaqt,ti/l
:1.e.1:r't:rcc'l'ir tt]lcJtL:1'i.irl.niiiaf]' c$i.tt.tfi nlltl\t{iYl {-i tl,lll,rr.l
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HJ7r43tLl\14I1 XltIvIIjtIeol{ae OIIHOpa3OBbIe Ce.pl'114

0JIIVIOVTO.IIbHLIe tIOJIOOKH 6ylraxtr o-nlleH otlH Of t)

l(ByMt IIIJeTHIIIupI ldeT'KaN'IH -- plH'l'llll(al'o1lt'toil

rDr'ie floJIPlclrllpona - 50Vo.

ii:

L]o/o)
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ocHoBaHI.I.q c IraH$$:{:HHbIM Ha
MerKofi rd 3reMeHTol\r cDaBHeHrzr.
14 u gu xat ollH al rcr u rio3rrr-lu.{ co c

l, llonuu'epHCIri;i cB.q3r(H Ha o
2. fllrnMenr -- 4$r/n, cocros
- I LlaBeJtetsoii n.r,rsuorsr

,, t- aMMOHAeBO FTtCOJII{ [IaBeJl
- /l 14oKcl,Illa'!'l:l I'Ll I U - l()"4tl'i'i,,

KpacrlTexb H$ oCHOB9 opOM

I'lrr;1ruriilr:uplrt tirt[)gEolii crc
5rc;Iaccl> npeAt:TlrltrJl)ltclt, cci6nfi.
OCFIOBIIHI,Ifl O HaHf ct3l.l$.f l.rl.h,I lt:,l t

uelxo7i H )JteMeil:trJhf cDaBHeHlIt.
kl.nIn narop Har KLr I!{ I1o3r4r.Ir4 n co cl.o

l. flonnsrlrr,rprftrfi cBrsrcr.r -
2. llrtrnrenr - ?B%. cocrorrru
- trHrapHoii r{ltuJtorbr 20-40%
- HaTpr4eBofi uonn .rHTapnoE
- Ar{oKcHAeL "r'lfnlr"llt - 20 -40%
- KpacureJrb nft ocuoue 6powr

I4sAr'rrcaropbr riapoBorX crepu
6 tcrzrcci> rrpeA{'t'uLllrfl}oT co6oX
OCHOBaHU.tr C fraHef$llll,'11i.4 Ha

ue'rrcoli t.I DretvteHTo r\,1 cpaBHeHHl.
llH4Hraropt{ai tco r\4 r r(}3r,tur4s c

l, flonnsrfaprllri.i ce.fl:nn - 6

2, llurueHr - 35'r/o, coorot
- rap6ouoBofi fulaBenenofi) tc

- xarueeofi co^firj qaBeresc)ii
- AHoKcI,IAzI'r'r,r'r''itIti{ -- 5 -?[t,:r, ;

- Kpacprrerrb r{tt ocl{oBe 0poM

Ir.fnrlrrcaropbr n{11}r}Boro o6e

<<Casl4Cl> HpeArlr',u#Jl nn-r t co6of,' n
HzIHECEHI{FIM LIA HCI:{,1 ,[BYM'
3JleIt4eHTOM CpOBH€l'tltlt. c TbIJILH
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GEi-Declaration de Gonf

Wir/Nous/We

sifin diagnostics gmbh
Berliner Allee 31 7-321 , 13088 Beriin, Ge

erkldren in eigener Verantwortung, dass
d6clarons sous notre propre responsabilit6

das Mediziirproduki ( IVD):
le dispositif rnedical (tVD);
the medical device (lVD):

Anti-Salnr,onella O:2
Anti-Satrnnonella O:4
Anti-Salmonella O:5
Aarti-$almonella O;6r
Anti-Salmonella O;7
Anti-Salmonella O:8
Anti-Salmonefla O:9
Anti-Sa Inrclnella O: I 0
Anti-Salmonella O;f J

Anti-Salnlonella O;l3
Anti-Salrnonella O :'l 4
Anti-SalmonelEa O:'[5
Anti-Salmonella O:16
Anti-Salmonella O:17

allen Anforcierungen der Richtlinie 981791
remplit foutes les exigences de la Directive
meets all the provisions of the Directive 98/7

Angyewandtr; harmonisiet1e Normen:
Normes harnronises appliques:
Applied harrnon jzed standards:

Konform itdtsbewertu ngsverfahren :

Procddure d'evaluation de la conformiti:
Conforrnity ar;sessment procedure:

Gultig bis:
Valable jusqu'au:
Valid until:

Berlin, 31.10.2018

EG-K

Anti-Salmonell
Anti-Salmoneil
Anti-Sa!rnonel
Anti-Sal
Anti'Salnnonel
Anti-$aimonel
Anti-Saimonel
Anti.Salmonell
Anti-Salnronel
Anti-Salrnonel
Anti-Salmonell
Anti-Salmonell
Anti-Salnronell
Anti"Salrnonell

sifin diagno::tics gmbh " Ber
Phone +49-30-92 70 30-0 " Fax

Anti-Salmonella O:58
Anti-Salmonella O:59
Anti-Salmonella O:60
Anti-Salmonel!a O:6'!
Anti-Salmonella O:62
Anti-Salmgnel[a 0:63
Ainti-Salmoneila O:65
Anti-Safmc*ella G:6S
Anti-Salmone!fa 0:57
Anti-Salmc,*rel$a Vi

$$T

ormitiitserkltirung
mit6 / EG-Declaration of Gonfo!'mity

(€
Nr./No.'!05

O:28 Antii-SalmonellaO:48
O:30 Antii-SalmonellaO:50
O:34 .Anti-Salmonel!aO:51
O:35 Anti-Salmonel!aO:52
O:38 Aarti-Salmonelf,aO:53
O:39 Anti-Salmonel$aOl54
O:40 Anti-SalmonellaO;55
O:41 Anti-Salrnoneltra O:56
A:42 Anti-Salmonel3a O:57

Sonstiges Produkt
Other dev'ice/Autre dispositif

G entspricht.
EG qui le c,:rrcernait.
which appl'7 to it.

DIN EN ISO 13485:2016, DIN EN 13612:2002,
DIN EN x3641:2002, DIN EN ISO 14971:12013,
DIN EN ISO 15223-1:2017, DIN EN ISO 18113-1:2013,
DIN EN ISO 18113-2:2013, DIN EN lso 23640.201s

Anhang lll
Annexe lll
Annex lll

2021-14-,22

Dr. T. scl ' -;'
Si cherhe its;bea uftra gte r fu r Med i zinprod u kte
Agent de s;6curit6 /Safety Officer '

Allee 317-321 , 13088 Berlin . Gernranv
9-30-92 70 30-30 . i"{o.@5[in.eie ' www.sifin.de



$$T

ormitdtserkf drung
rnit6 / EC-Declaration

EG-Ko
CE-Declaration de Gonf

Wiri Nous /We

sifin diagncrstics gmbh,
Berliner Allee 317-321 . 13088 Berlin.

erkl6ren in eigener Verantwortung, dass
declarons sous notre propre responsabilit6

das Medizinprodukt (lVD):
le dispositif m6dical (lVD):
the medical device (lVD):

Anti-Satrnonella H;a
Anti-Salmonella H:b
Anti-Salrnoneltra H:c
Anti-Salmonella H:d
Anti-Salrnonella H:E
Anti-Salmonella H;f
Anti-Salmonella H:g
Anti-Salmonella H;g,m
Anti-Salnronella H:h
Ant!-Sallmonella H:i
Anti-Sallmonella H:k
AErti-SaImonella Fl:L

sifin diagnostics gmbh . Be
Phone +49-30-92 70 30-0 . Fax

of Conformitv

e/deca

((
r.lNo" {06

Anti-Salmonella H:n
Anti-Salmonella H:r
Anti-Salmonella H:y
Anti-Salrnonella l'{rz
Anti-Sa lmonella tl :zro
Anti-Salmonella H:zss
Anti-Sa lmonella l'l :zss

Anti-Salmonella H:zrr
Anti-Salmonella l-l:1
Anti-Salrnonella H:2
Anti-Salmonella F'l:6

Sonstiges Produkt
Other device/Autre d jsoositif

G entsoricht.

re on orrr own respons fi tV that

allen Anforderungen der Richtlinie 9B/7
remplit toutesi les exigences de la Directive 79/EG cui le concernait.
meets all the orovisions of the Directive 981791 G which apply to it

Angewandte harmonislerte Normen:
Norrnes harmonis6s appliques:
Applied harm on jzed standards:

Ko nform itdts bewertu n g sverf a h re n :

Procddure d'evaluation de la conformitA:
Conform ity assessment procedure:

Gullig bis:
Valable jusqu'au:
Valid until:

8er1in,31.10.2018

DIN EN ISO 13485:2016, DIN EN 13612'],2002,
DIN EN 13641'.2A02, DIN EN ISO 14971:2a13,
DIN EN lrSO'15223-1:2017, DIN EN ISO 18113-1:20'll],
DIN EN lrsO 18113-2:2013. DIN EN ISO 23640:2015

Anhang tlll
Annexe lll
Annex lll

2021-10-22

S i ch erheitsbeauftrag te r fii r Med i zi nprodu kte
Agent de s6curit€ /Safety Officer

Allee 317-321 . 13088 Berlin . Germany
70 30-30 . info-@gifin.de . www,sifin.de



fi$T
rrnitdtserkliirung
it6 / EG-Declaration

EG-K
CE-Declaration de G

Wir/Nous/We

sifin diagnostics gmbh,
Berliner Allee 317-321 , 13088 Berlin, Ge

C(
N r"/No" 1 07

of Conforrnity

ty that
erkldren
d€clarons

das Medizinprodukt (lVD):
le dispositif m6dical (lVD):
the medical device (lVD):

Anti-Salmonella hl:m
Anti.Sa!monefla l-l:p
Anti-Sal mortella l'l :q
Anti-salrnonella H:s
Anti-Salmronella H:t
Anti-Salmonella H:u
Anti-Salmonella H:v
Anti-Salmonella Fi:w
Anti-Salmonella H:x

Angewandte harmon isierte Normen:
Normes harmonisds appliques :

Applied harmonized standards:

Konfo rm ita ts bewe rtu n gsve rf a hre n :

Proc6dure d'6valuation de ia conforrnitd:
Conform ity a$sess m ent procedure :

Guttig bis:
Valable jusqu'au:
Valid uniil:

Berlin, 3'l . 1 0.201 B

in eigener Verantwortung, dass
sous notre propre responsabilit6 I deelare on our own res

Anti-$almonel la H:za,z/s
Anti-Salnronella H:ze

allen Anforderungen der Richtlinie gB/7

rerrrplit toutes les exigences de la Directive
G entspricht^

G aui le c,cncernait
meets all the provisions of the Directive G which apply to it.

Anti-$almoneltra H:zrs
Anti-Salnionella H :zea

Anti-Salmonel la l-l :zza

Anti-Salnnonella H :zzs

Anti-Salmonella H:zrz
Anti-Salmonella l'l:5
Anti-Salmonella H:7

Sonstiges Produkt
Other dev'ice/Autre d ispositif

DIN EN ISO '13485:2016, DIN EN 13612:2002,
DIN EN 13641:2002, DIN EN fSO 14971:2013,
DIN EN ISO 15223-1:2017, DIN EN ISO 1B'113-1.,2013,
DIN EN ISO 18113-2.2Q13, DIN EN ISO 23640:2015

Anhang llll
Annexe lll
Annex lll

2A21-10-22

Sicherheitsbeauftragter fur Med izinprodukte
Agent de sdcurit6 /Safety Officer

sifin diagnostics gmbh . Allee 317-321 . 13088 Berlin . GermanV
Phone +49-30-$2 70 30-0. Fax 70 30-30 " info@-gftn.de . wv/w.sifln.cie



$rT
EG.K ormitHtserklSrung

GE-Declaration de Gonfo it6 I EC-Decfaration
(€

r./No, 111

of Conformity

Wlr/Nous/We

sifin diagnostics gmbh,
Berliner Allee 317-321, 13088 Berlin, Ge

erkliiren in ,aigener Verantworlung, dass
d6clarons sous notre propre responsabilit6

das Medizinprodukt (lVD):
le dispositif m6dical (lVD):

the medical device (lVD);

Angewandte harmonisierte Normen:
Normes, harnronises appliques:
Applied harrn onized standards:

Konformitdtsbewertun g sverfahren :

Procddure d'4valuation de la conformitd:
Conformity assessrnent procedu re:

Gultig bis:
Valable jusqu'au:
Valid Lintil:

Berlin,3'1.10.2018

allen Anforderungen der Richtlinie 98/ G entspricht.
remplit toutes les exigences de Ia Directive Z9/EG oui le concernait
meets ali the provisions of the Directive which apply to it

/ declare on our own responsiQility that

Anti-shigella dysenterifie tyPe 1

Anti"Shigella dyserrteripe type 2
Anti-Shigella flexneri tipe 1

Anti-Shigella flexneri tlpe 2
Anti-Shigella flexneri t/pe 3

Anti-Shigella flexneri t!pe 4

Anti-Shigella sonnei S-form (phase l)
Anti-Shi;gella sonnei F-form {phase ll)
Anti-Shigella sonnei S' and F-forrn (phase

Sonstiges Produkt
Other device/Autre d ispositif

2021-10:.22

,'' ,-" --j',(;+*
S i che rheits be a uftra gter f ri r Med i.zi n p rod u ktej

Agent de s;6curitti /Safety Offlcer l

I and il)

DIN EN lrSO 13485:2016, DIN EN 13612'.'2002,
DIN EN 13641',2002, DIN EN ISO 14971:2C13,
DIN EN lrStC 15223-1:2017, DIN EN ISO 18:113-1:201i3,
DIN EN lrSO 1Bl 13-2:2013, DIN EN ISO 23640:2015

Anhang
Annexe lll
Annex lll

sifin diagnostics gmbh . B Allee 3'17-321 " 13088 Berlin ' Germany
Phone +49-30-92 70 30-0 ' Fax -30-92 70 30-30 " info@sifin.de ' vnvw.sifln.de



sifin dia
Berliner

Entwicklung,
In-vitro-Dia g nostika der

Bakteriologische T
Produktion von Rohstoffen fiir

mdc medical
bescheinigt

Qualitdtsma

Ein Audit von mdc hat den Nachweis
die Forderungen

Medizinorodukte -
Anforderungen

DIN EN ISO 13485:201 6 + AC:201 6 -

Stuttgart,

mdc medical device cerlification GmbH
KriegjerstraRe 6

D-70191 Stuttgart, Germany
Phone: +49-(0)71 1 -253597 -O
Fax: +49-(0)71 1-253597-1 o

lnternet: http://www.mdc-ce.de

eingeftlhrt

DIN E tso 13485
itdtsmanagementsysteme -

r regulatorische Zwecke

Gi.iltig
Gultig

ISO 13485:2016 + AC:2016 - ISO 1 3485:201 6

2018-10-23
2021-10-22
D1058700042
P1 8-00745-1 21758
2018-07-16

Registrier-Nr
Bericht-Nr

ce certification
it, dass das Unternehmen

130 Berlin
Deu chland

ngsbereich

R
stics gmbh
ee 317-321

o
tl

agementsyster4

KS
Deutscho
AkkreditierunBsstelle
D ZM 16002 06 00

rat und anwendet.

'acht, dass dieses Qualitiitsmarqagementsystem
:r folgenden f,lorm erfUllt:
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BceM aa uumepecoea HHH M nu Lla M

Aeropr

HacronulrM, Mbr, KoMnaH[F (HEL[
(HELENA BIOSCIENCES EUROPED,
South, lleam Valley Trading E
Ben r xo6plfi aHnF, noATBe px(qaer, qro

Kounanun "GBG-MLD" SRL, pecny
ChisinauTighina, Aorr,r 65, o$nc 607
eceil npo;lyKqr414 KoMnaHHn (HELE
Pecny6nnxr Mongoaa h aBTopt43oBa

Konnaxuu "GBG.MLD" SRL hMeer
Bbr.le nepeqhcnenHofi npogyKLll4n Ha

Hacronulee nhcbMo 4ericrauren uHo

det0neena-Oiosoi

l+€lsna Eigsclences Eutspe

Queensway Sotrth, Team Valley Tradhg Estate,
Gateshead, Tyn€ and Wear, t+E11 €D, United tftrgdorn

Phone: +,141914828462

l-l€l6nt t tbfetod6s (\Jlq Ud ttring # ftdhra Bicodmw €qopa R€lstaed Ir ErEhnd; 1 ZSZ0I ,

r.lHoHHoe nHcbMo

xa MongoBa, r. Krur4x6e, lVlD-2001, ynnqa

31 4exa6ps2020roqa.

CHF, EeponH u Asuu.

R Bfi F lorcs yn on H oM ot{ e H H {r nll vr 4 lr crp ur6u roropa M h
lA BIOSCIENICES EURQPE) Ha repplrropnll
npHHuMaTb yqacThe Bo Bqex TeHAepax.

,lMnopTia, npoABHXeH4g H npoAaxh
vropun Pecny6nnxra MQn4oea.

Tel
Fax

(o)1s1 482 8440
(o)191 482 M42

t€486

Info6helena-biosciences.corn
wurw. helena-biosciences.com
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Spankeren, 18 July 2013

To whom it may {oncern:

Vital Sefentific 8.V., ma n ufacturers
and factory at:
Varr Rensselaerweg 4

6956 AV Spankere n/Dieren
The Netherlands
and being a company of the ELIIech

G BG-Moldova SRL company
Tighina str, 65,office 607
M D-200l,,Chisi nau, Republic of Mol

is authorized to market, offer, sell

Selectra linel Selecfa ProXS,

Microlab line: Mlcrolab 300 and

And older and newer type of prbd

Scientific B,V.

Vitaf Seisntifi
Box 1()0 - Van
6$$sAV $p6

Altink
The N*

Managi6g Director

i;r:"lJ:i\tTlriir.-

FO Bc.x 100

$S150 AC DiefDn
\hil lleit$sslaefn'eg 4
691i6 AV Sparrker+l n/ilieri,' t.l

The l.IethedandA
Tul: "r-3I 313 rf30500

Farx: +31 313 4?780I
Erndil; info@vii-dl.nl

!'V. crhsito : $/ww.vi ttlsciGFtliic,..rotrr
Vat no.; NL{101 33g6S0B0l

Letter Authorization

clinical chemistry a na lyzers havi ng hea clqua rters

roup, hereby confirms that the gompany

support tl'le followin6 products ln Moldova:

Junlor, Selectra Pro5, Sel€ctfa ProM,5'electra XL

lab 300 LX

related to these lines (or of the Flexot tine),

BV



xso 90{11 -l'lF EIN Iso x34'ds

We, Seppim S.A.S,, manu
our factory at Zone Industrielle, 61500
been validated on Viial Scientific eq
reagent applications for Vitat Scientific

Zone - 61500 SEEI; -.France

I 2tr 00 / Fax : - 31'(0)2 33 28 77 51

urers of Elitech Clinical Sysfems re,agents, having
- France, rrcnfirm that our ciinical reagents have

Reagents, other than
equipmenjs, and we
equrpmenls.

May 22no,2a12

Elitech Clinical
also can't k

exisiSnd gi protocoale specializate
rea.gen{ii eat gi echipamentele sunt

tems reagertts, are not validgted on Vital
the impact of other reagehts on Viiai

analizatoarele produse de Vital Scientific. AtAt

ate CE-IVD.

Scientifie
Scientifc

Noi, subsemnagii Seppim S producitoare a rggen{ilor Elitech

Clinical Syslems, avAnd fabriea de cerein Zone Industriel{e, 6150Q, Franta, conflrmdm,

cd reagen[ii au fost testali si validaii pe 'y'rtal Scientific. Pgntru acegti reagenli

Alfi reagen{iinafara de Elitech Clinical tems, nu au l'ost iestali qi validali la echipameniele
Vital Scientific Ai noi nu cunoagtem
Scientific.

bilitatea gi irnpactul lor asupra analiziatoarelor Vital

22mai2012

-..-:J-" r i
,-. .-" | ;- .,. r,r (i --i

':- - ' -- it "te' -

Signed on behalf of the manufaeturer
Valerie G0URDON
Regulaiory Atfairs Manager
COMP.ANY SEPPIM S.A.S

i..l,,'., : ,'i'1.'lt 'i
{ flre /\il[)i}5(z i4il!\

l{rr'i(t,l'ii;i!iiil
r:tl;C') iiil:l; I li ji

lri .i .'i3 ii;i; ^;ali *l ll {.,tJ ' l:tlx'}- li?8ll5l
i:li!:i :?rl-r li-rli 2?,:l

Soci6td oar actions simpli arr Caoital de | 219 592.14 €
SIRET 318 365 22 00036 APE2059Z

RC 318 365 228
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Vital Scientific BV
attefrded a four d
participant is now
instruments.

Junior Series

\J

M

:; (.: I t irr 'i 1 1:

ereby declares that the participant hras
s sieminar for service engineers and the
cerlified engineer for the der:lared

. 4,, Legun

lbial Biomarketing Group-Mcrldova SRL
rldrlVd

alerb: Xl- Series
E $eries
l,,^i^- c\^-:^^

Dry ISE
Micro Series

System S

ProXS '

I ilOth - April 23rd, 2010

System

Jan Oostend



E
NIK.B ORTE CH

EG.KCIN F o RM drATs E R Kt-ARrJ ' EC DECLARATION F GONFORMITY

: i KABE LABORTECHNIK Gn

: :i JlgerhofstraBelT
, i 51588 N0mhrecht-E

Deutschland / Germany

er Ver4ntwortung, dass die Vitro-Diagnostilra der

sole risironsibility that the of product

oapii lary b I odd cdiieilio

. caplllary blood Eystem (GK)
behSltnisse
rn (BK)

NUrirrbieohhElsqrrioth, 21.03,201 3

:

Konfornlil€0tNorklaer!lg-lVD_PGZB.doc

ii
t'l

li

i

. capillary'€ample ners
. blood gas capillaries

laren (HK) . haematocrit

! Andere IVD-Produkte
i Other |VD-devlces

der I 98/79/EG und deren in nationale Gesetze
tdteeikl€rung gilt fOr die I(ABE LABORTECHNIK Gm freigegebenen' Chargen,

the direelive 98/79|EEC and itg {ransposilions in nalional lavrls apply to it. This declaration
by KrABE LABO HNIK GmbH.

: j Richtlinie 98/79/EWG Anfrang lll
i Directive 98/79/EEC Annbx lll

I(ABE LABORTECIJf.I I K Gmbrr
JdgorhofstraRe 17

o'51 58B l{ 0mbrecht-Elsenroth'

(HK)

EK)

Wir
w,e

/ Managing director
/ 596
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is subject to yearly surveillance,

Certification Body

2i,90431 Nlirnberg
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Regrbne Monforte, 30'14053 Canelli lAsti) ITALY

+391 0l4l BS,SC:.ZS ' Fox: [t'39) 0141 B3 !a2.22

\/'/w\ /. o pl a co. co m - \/v\Mw. v a c u ct p l ct c cL. i I

tvA : o Q B 6 2 Q5 QQ 6 Q . c od 
: :F i sE, tl 0 1_ 1p2 e o ry!_ :f E4 ",..u Q I I 9Z ?_! I

TO WH IT MAY CONCERN

Lett of Authorlzstlon

ith head offiies and t locatdd in :

Monforte nr 30

nelll (At ) ltaly

Ii'ghina
MD-

t ,55 , of:Eice 607
1 , Chisir:rau;

Lc of Moldova

www , gbgr. md
Ph. 73 22 54 9L 20

22 5.4 9L 2t

'4,

e0

I

We APTACA SP
I

.L

I

I

I

I

I

I

Confirm that tlie
I

Is authorjzed toiprlepare price quotations, ad

in teuders and to sell ourr whole range of p

This letter is valid Fntil 31112 /2020 and
i

i

ON BEHALF OF NUOVA APTACA S,fl,1,

Veronica FERRARI 
i

Export Manager

offers, to partecipate

t:itory of MOLDAVIA,

Tel.0l4l

c,n o 7s2'o?d3,:tr!!:Jtl?2 os o e 6 o
ood, Un I vooo r dribi,iior.r

Canelli 2slA./20L9



LCH

No5

T

S5

R

OICERTIFICA

Sistema A\l

TE N" 5O5SGQO3

tifica che
to certifii thal

Ge ror're per
Syttern

atto da'
b.y

l^ld

Commercializza,
A4 a n a g e nt e n t o f t h e. r r t,it n qfa tilti 7 1 n n' u n d p I i c i n gro i

,'t'lr.' ' .,"'l-' . '\

: NUOVA..::
Via Monte'BianCo,

nella

I

MOnlone,

in natural,erifjqe and in. Erlrglcal field,.EiS.igA ilnd
of analy,tis:; /vlarketing of rnedical anrl dl,

PTACA S.r,l.

I,i.;!" 
a,Prima Emis!

,-'.. . First lssue Dati,

riabilite dat nuqoiu,n.ntl,i.f ti .diiiticaeion" in visore applicibili,
liictl h the liLtles /.<tr lbe cdj utlidtbn. iD lorce:ttp1)/iitble. i !

!.:!'eljt?
uata cr Hrlma ilTttsstone
. t irst lssue OAte.' ',.1

lgqR-07-21 , .'

SettoreIAF14-29''',;
' 

j: :

2011-10-30

..'...-

SGQ
scA
pAs

ll.nrbro d.9ll AC(odl
Slsn.Fry al EA, |tr.

Data di Scadenza
. Fvnirqtinrt D:tlrt

'. rnan 4n an
zu au'.tv- .J

l'TALcERT S,i,l, 1l Viale Sarca, 336r-20126 Mllano (Ml) | tel, +39

enD N. t2z0
tsP N' 0758
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DOVA

with quant t es or

materials,

artiooll per laboratorio a
disposable laht,arq

www,lcima,ii

Piove di Sacco,

The Distiibrltor
delivery tinre as

KIMA sas keeps

DISTRIBU AGREEMENT

@ k ma,il - Cap. So0 € 50 000,00 i,v.

ra vA 01466290283' F{EA PD 16006J

not have any Bgssibility
I as prices without prior

right to modify the prices a

lnci, 22 - Zil, Tognana - ssoza PtOV DI SAC
prese P

t
l\

'll
cl
LI

^tll
t!

049 s719542' $710543 - Registro I



WE

Via Leonardo:D.a Vin

Comrne
terrehi di coltura

Trading of the
plastic dispOs,able

Rofei,lo ke
ll presenlo certificato 6 soggetto

the use aild lh9 validily ol lltls coditicals

Per inlornazioni

Data emissione

F/rsl /ssue

18t01t2007

SGQ N" oo4 A

l'lembro degll Accoldl dl Mutu0

t-

O
I

U
o

O

S.***-$

l

uNtrA;oprRRrtvE I oiPERA

I

22 - Zo)alln'dustriale T
i ltalia
I

i

plsose conl|cl lh6 iunb&.+39 02

Emissione correnle
Currenl issue

1810112019

Plazzs Doo Enrlca Mapelll, 75

EA, tAFie ILAC

LA OUALITA AI
SYS/EM OFERATED BY

UN/IS

i

'426414!'C

pializzaziorle :d i prodotti del kit diagnostici,
microbiologia, articoli in

aon vuoto predgtermin

s of the G,roup: diagnostic
, fesf fubes wifh predet

del Siqlama,di Qostion6 p0r la 0talitd anendel6 p€i
ol lh d Quolily Maiegerienl:Syslan loidelails

rj
ie del rehuisili.il6lla,ri0rrna di riferim€Ito,

la rclei ry 0 c.e slar( a ft.!.requ tengnts.. I

rispotlq del doqumento lClM "Rbgolarh€nlo per ld ddrlili

Y thd rc1ulreneils.ol he lClM doautninl'Filds lor lhe

rr aggiorna zlo0l inlervonule nello

ii propa di iqo.+39 02 725341 o i
td updpled chP,Bei in ths 1fdifrc

29

SrP.,A'
:2009-9 Sesto

Data di scaden2a

Expliinj dab

17t01t2022

Giovanni'{Ml)

www.crsq.con-r

CISq d la Fedcrazlone Ilbllana dl organirinrl di

Clrrtlf{dszlone del slsleml dl gestlone azlendale
6iSQ /i the Jta//an Federatlon of managenwnt

systam ce t tl lic atl o n 8o d i e s,
o-r^ihrFr^h 6^/!dm.ntc



Trading of the
plastie disposable lab

KI

fso 13

S.p,A.
16:20099 S6Sto San
'www.iblm;it

Syslem

relerred. ld in IhE celilic ti Ip,

dl scadenza

oae

7t01t2022

\/ia Leonardo

Commerci
terreni di coltura n

Per inlormazioni plnfuali a

,!A QuALI-TA Qr .

SYSTEM.OPERA.TED BY

5:2A16 i

CISQ is a member of

(FrD)

ClSq d 16 Fed€raTlone Itallana di Organisnrl di
CertlflcSzloneidel slsteml dl gestlone azlenclalc,

CISQI /s:the It6llan Fe<leratlon of managernen:
system Ceftification Bodies

of the GrEi,tp: diqgn.ostic'
'e, te'st fubes with predetj

d6l Slstema di GeSUoh6jperJp Qualila aziendatb p6r

ol lho Qualiiy Manageneil Sygiern tor dolails cil

ild.dei requisiil delle norma dl rilelnenlol
lci.reterenceslandanlrequlrdnen[s; ]

lla..gerlj.fi9ozlon6 dl cui al presenle certilicaLoi

e.mallinlo@icim,jt 
_

lor.linely.

Dala emissione

Frsl lssue

18t01t2007

sGQ No 004 A

Mcn)bro degll Accordl dl Muluo

Don Enr ioP azza

www.clsq com

SiQnalory of EA, IAF and ILAC t"lutual
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o

CISrQ is a member ol
.oi, 1'l .,

ftq:.q 'rj"

.i: {'tl.-q+' :'i {a
#.s' 

R,

fcr

Progellazione o
Prod uzione'di provelte

colura pel

Data etnlsslone

F//sl lssue

1Bt01t2t)07

articoli in plaplica,pet laboralorio analisi,
Via Leonaido Da Vinci. 22 - 35028 F

E CONFORMH ALLA NORMA / /S /N COMPI

UNI CEI E,N ISO 1

Sistema di

EA; 14 - 29

con vuoto
er microprelievl

s,p,A'
- 20099 sesto

nenlsysfen 
]

ACTtvtTtES I ]

e agni sterili. l

uum for collerction of haematological
of test tubes for micro-cqllection of

: diagnostic kits, cultuie media for
rmined vacuum and sterile needles.

d€i mqlisili d€lla norna di f iledmnlo
lo rc[ercnce slanda\l reauircnenls

d8lla cedfrcazione di cul al pfeseoLe ceditualo,

slelus relercd loin lhli ceniilicale,

inl@hinil.

Data dl scadenza

Exphing dale

17t01t2022

sGQ No 004A

Menlbro degll Accordj dl

Slgnalory ol EA, IAF and

ItlconoSclmento EAr'lAF

w,ctsq com

CISQ E la Fc lerazlone Itallanr dl orqanlsml di
Cartlllcazlone del slsteml dl !estlon0 arlcndal€.
ClsQ ls the ltdltan Fede.etlon ot nlanase.nenl

sysl.6 certl (lcatlo n Eodl c sflutual ReCognltlon

Giovannl (tull)



EM
CEF?TI ICA

6urla nph3HaHa coorB
ISO 9OO1:2O15

HacroqqHtt cepla$r AeilcrahrereH q cneAymuleth o6nactn:

'***-f-
ilehKarrrr4 | 4ericrsrrrener.]r

21 Ar<t9n 2011 - 3l aar ycra 2021

DNV'GL
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TBytouleh cTa

nPolr3BoACTBO AO3 TOPOB NHN
A14ATHOCTHT{ECKOT NNACT14KA.

Mecro h Aata:
MocKBa, 2tr, rloHq 2018
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