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COLUMBIA AGAR BASE
Medium for fastidious microorganisms isol

ation from clinical samples.

TYPICAL FORMUL.A (e

Peptospecial 23.0
Starch 1.0
Sodium Chloride 5.0
Agar \ 14.0

Final pH = 7.3 £ 0.2 at 25 °C.

DIRECTIONS

Suspend 43.0 g of powder in 1 liter of distilled or deionized water. Heat to boiling until completely dissolved. Sterilize in”
autoclave at 121 °C for 15 minutes. Cool to 45-50 °C and aseptically add 5% defibrinated sterile sheep blood. Mix well.

Dispense in petri dishes.
Columbia Agar Base can be also enriched In various way:

- with 2 vials of CNA (Staf / Strep) supplement (colistin sulphate 5 mg/vial, nalidixic acid 8 mg/vial, code 81048), each one
reconstituted with 5 ml of sterile distilled water; final medidm will contain colistin sulphate 10 mg/l and nalidixic acid 16 mg/l.

- with 2 vials of Gardnerella vaginalis supplement (gentam
81040), each one recanstituted with 5 ml of a 1:1 solution
gentamicin 8 mg/l, amphotericin B 2 mg/l and nalidixic aci

DESCRIPTION

icin 3 mg/vial, amphotericin B 1mg/vial, nalidixic acid 15 mg/vial, code
of ethyl alcohol and sterile distilled water; final medium will contain
1 30 mgil.

COLUMBIA AGAR BASE, enriched with sterile sheep bload (5%), is suitable for isolation and g‘growth of fastidious
microorganism% such as streptococci, staphylococci, pneumococci and listeriae from clinical s?mples.

TECHNIQUE

Inoculate the mediurn with the specimen streaking by a sterile loop and incubate at 36 + 1 °C fpr 18-48 hours aerobically,

anaerobically or under conditions of increased COz (5-10%
Examine plates for growth and hemolytic reactions. Four t

%), in accordance with established laboratory procedures.
ypes of hemolysis on blood agar media can be described:

1. a-hemolysis is the reduction of hemoglobin to methemaglobin in the medium surrounding th:e colony, causing a greenish

discolorization of the medium.

2. B-hemolysis is the lysis of red blood cells, producing a ¢lear zone surrounding the colony. ;
3. y-hemolysis indicates no destruction of red blood cells and no change in the color of the medium.

4. d-hemolysis indicates a partial lysis.

QUALITY CONTROL.

Dehydrated medium

Appearance: free-flowing, homogeneous.

Color: beige. |

Prepared medium

Appearance: opaque.

Color: cherry red.

Incubation conditions: 36 = 1°C for 18-48 hours at 5-10%

COg.

Microorganism ATCC Growth Characteristics
Streptococeus pyogenes 19615 good B-hemolysis
Streptococcus pneumoniae 6303  good a -hemolysis
Staphylococeus aureus 25923 good B-hemolysis
Gardnerella vaginalis 14018 good 3-hemolysis

LIOFILCHEM s.r.l.

Via Scozia, Zona Ind.le - 64026, Rosetg D.A. (TE) - ITALY C€ IVD

Phone +390858330745 Fax +390858930330

Website: www.liofilchem.net  E-mail: liofilchem@liofilchem.net




PERFORMANCE AND LIMITATIONS

When this medium is enriched with 10% sterile sheep bloo
and an antibiotic mixiure is added (vancomycin, colimycin,
of the pathogens neisseria. If used without the addition of &
pestis, Clostridium perfrigens and enterobacteria. Hemolyt
shown to be affected by differences in animal blood. Such
alpha-hemolytic on sheep blood agar.

STORAGE .
The powder is very hygroscopic: store the powder at 10-30
use it before the expiry date on the label or until signs of de
Store prepared plates at 2-8 °C.

REFERENCES
1. Ellner, P.D., C.J. Sioessel., E. Drakeford, and F. Vasi (19
45, 502-504.
2. Isenberg, H.D. (ed.) (1992). Clinical microbiology proced
DC.
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Id, heated at 80 °C for 10 minutes until a chocolate color is obtained,

trimethoprim, amphoterycin B) it is suitable for the selective isolation
lood, the medium is suitable for growing of Brucella abortus, Yersinia
¢ reactions of some strains of Group D streptococci have been
strains are beta ~hemolytic on horse and rabbit blood agar and

°C, in a dry environment, in its original container tightly closed and
terioration or contamination are evident.

66). A new culture medium for medical bacteriology. Am. J.Clin. Path.

ures handbook, vol. 1 American Sogiety for Microbiolgy, Washington,

PRESENTATION
Product REF| v
COLUMBIAAGAR BASE (11.6 1) 610013 500 ¢
COLUMBIA AGAR BASE (2.3 1) 620013 100 g
COLUMBIA AGAR BASE (116.2 1) 6100135 5Kg
SHEEP BLOOD DEFIBRINATED 83296 50 ml
CNA (Staf / Strep) supplement 81048 10 vials
Gardnerella vaginalis supplement 81040 10 vials
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OOecTne e orphuuaciEnsii oreTe rBci

OB e raD ¢ orpan ey OTReTETIeHIuLT L0
aHaysno-upomnoacrseinan hupss «BHIALY
Cipaupecy 10504, Mocass, yolovmrrpeneami uns, 0501 Ta e VT
AL Trecas 'r_L'IS{.?_*'}-il:, oD, H 20
tiAP R (AUE ) UOE-TE L, ORE-TE-6T
I vinamrl fe-muile koldtrpdettovineg cu
|

noersio «Hlinyauo-uposspoicineninn dupieae «BHHA

o

Kex No
or 46,04 44r

VlamkaTops: l6yrwa;;:1-l}.le BO
onnopazoseie  cepur  «MealC»
OyMaXKHOTO OCHOBAHHA C HAHEC!
MHAMKATOPHOM Mcmc(tfi U ONEeMEHTON
VHAHKATOPHAS KOMITO3ULIMSA COCTOM

1. [TonumepHOH cBi3KN HA OC

2. [MurmenT ~ 40%, cocTos

- QKCaJaT )Icenisa 60-90%:;

- HATPHUEBAs COJIb YKCYCHOH K

- KPACKTENb Ha[ ocrore Hpom(

MepukaTopb: ©SyMaKHLIE B
XUMHYCCKME OJHOPAROBLIC CePHH «
TDOJOCKK € HAHSCEHHEIN Hil HETD JB)
SIEMEHTOM CPABHE M Hil.
WHanKaTopHas Kowmiosuus coCToH

1. MMonumeproii CBA3KY Ba 0C

2. HMurment — 40%, cocToA1IK

- ruTpat ammonus 10-20%;

- cyIb(aMUHOBOT KHCIOTBL 5

- nHoKcHAa THTaka — 30-4)%]

- KPACHTENH Wit OCHOBE OpOM(

- WinguKaTOpel | IAPOBOW €T
«MHTECT DPENUTaRIgIOT COOOH
OCHOBANMS ¢ HAHCUUHHLIM Ha HE
METKOH U 3IEeMEHTOM CPaBHEHM.
M auxatopHas KOMITO3UIUSL COCTOU

1. INosmmepHit cagari Ha OC
2. MurMent — 50%, coCTOMILE
HUTpAT aMMantis 15-25%;

¥

Wrukaropsl - 0apoBod €T
«bapmarecT» HPEIETABIAIOT coboi

cynb(aMunnBoi KHCHOTHL St
nvokcmaa tivana — 20-30%;
KPACHTEIND Hik OCHOBE BPOMYEHONOBOIO CHHETO 20-30%.

UYIIHON | NAPOBOHM CTEPHMIM3AUMH XAMHYUCCKHUE
(IpencTaBagoT co00H TIPAMOYrOJbHBIE IONOCKH
MHHBIM  HA HEro JABYMA  LIBETHBIMH MCTKAMU
1 CpPaBHEHNA.

I B3:

1oBe rmoMahupa — 60%.

i

N—y
(4

uenoTe 5-12,5%;
JEHQIOBOrO cuHero 5-12,5%.

AAYIIHOA M [NEHOYHBIE iuaponof& CTEPHIM3ALMI
Creparecty npeaeTannsior coboil NPIMOYTLIIHbLIE

| ; -
MG LERCTHELM Y METKEMH "'"3!1i-j\yfkl-!l{i’L‘“i‘l;.’ll}HGI'j AMEERON K

\ ;
T W3; |
mose nonucrTupona — 60%.
[ ‘
|
§10%:;

;eﬂomaoro cunero 20-30%.
|
ﬁmnnfsaumi XUMMUYECKHE OJHOPA3OBHIE | CEPHU
PAMOYrONBLABIE  [OJOCKH ByMaHO-TNIEHOUHOTO

r0 ABYMsI [BETHBIMH METKAMH - HEIUKATOPHOU
|
[rm:

10BE TTONTHCTHPOJI
[

a—50%.
10%:;

2] WIN34LME  XUMHUSCKHE OAH 0pazoBeie CepHH

i [PAMOYTONBIIEIE TIOAOCKM OYMENHO-IMICHOTHOIO




I

OCHOBAHHS C HAHCCCHHBIM HA HEFO JIBYMA LBETHBIMM METKAMH — HHIMKATOPHOH
METKOH M 37eMEeHTO CPaBHEHUSL.
WHanKkaTopHas KUMIOZAIMA COCTOME u3:
I. TlomamepHOoi CBA3KH Ha ogHOBE noaHCTHPONA — 60%.
2. Ilarment — 40%, cocTOSLIMIA:
- Lanenesod xrenorel 20-40%;
- aMMOHHKEBOIT conM masenesoif kucnorsr 10-20%:
- JHOKCHAA TiTana — 20-40%!
- KpacHuTenpb Hd ocHose OpoMieHonosoro cunero 10-20%.

Miapraropsl  0aposoil  cTepunnsaliuy. XHMARCCKHE  ogHopasonsie  «Hunup-
Skaace» NpemeraBaMior  coboll  MPAMOYIONBELIE NGHOCKH  DHYMAIKHO-IIEHOMHOID
OCHOBAHNA ¢ HAHCCEMHLIM K HETO ARV UBETHEIMN METRAMI — MHMAHRITODHEOIN
METKOH M 2JIEMEHTOM CPaBHEHNUS.
VIHAHKATOPHAS KOMIIO3ULUS COCTOHT H3!

1. Tlonmadupnoit cesasxu — 72%.

2. llurment — 28%, cocTOSIIMH!

~ ARTAPHON KHCHOTH 20-40%;.

- HATPHEBOH CONMU auTapHOl Kucnotsl 10-20%;

- nroxeuaa tirana — 20-40%

- KPACHUTENb Hil OCHOBE GpoMKpe300BLi senenbiit 10-20%.

WBAHKaTOPEI (1apOBOH CTEPHIM3AINHE XUMHUECKHE OMHOPA30BLIC cepun «Buuap-
6 KIACCH HPENCTARNSIOT COBOH |HPSIMOYTOJILHBIE HONOCKH GYMAKHO-TIIEHOTHOTO
OCHOBAHMA C HaHeCeHNIM Ha HE m NBYMsSl TIBETHBIMH METKaAM¥M — HHIMKATOPHOH
METKOH M 31€MEHTOM CPABHEHU. | !
WHauKaTOpHAS KOMIICG3UIIHA COCTOMT M3 }

L. flonmuadpupuoit ceskn — 65%.

2. MarmenT — 35%, cocrosuimii:

- xapGonoBOi (tasenesoit) kicmorsr 20-50%;
KaJHeBo# cofn masenesoit kuciorer 10-40%;
JUOKCUIA THrana ~ 5-20%%; |
KPACHTEND 1 OCHOBE 6pOMKPe30noBLIH senensii 10-20%.

¢

Wunukatops! naposoro obeBapaXXmBaHW XWMHUYCCKUE OAHOPA30BBIE COPHI
«CanlC» npencrasyxnyr cobol' IPsMOYTOILHEIE TIOJOCKH IIEHORHOr0o OCHOBAHMI C
ETHRIMH METKAMU — HHIHKATOPHOM METKOH U

HAHECEHHELIM Ha HErg ABYMS 1B
i1 CTOPOHBI MHIMKATOPHI HMMCEIOT JIMIIKUK CI0H,

SAEMEHTOM CPABHEHHMS, C THUIBHO
3aKPLITBIN OymMaro.
MHauKaTopHas KOMHOSHIIME COCTOMT 13

1. TTonumepHoii CBA3KU Ha OCKHOBE MOTHCTUpPONA — 55%.

2. [Terment — 45%, cocrosLp:
- werrpar ammoneas 13-20%;
- Cynb(paMUHOBOI Kucyovh 23-33%:;
- UOKCHAA Titvansd — 200-30%:;
- KPACHTENb Hi OCHOBE DPOM{IeHOOR!

i HAP»

VINARY

[eHepanuHBIA JHPEETOD
000 «HITD «BHHAP




Wir / Nous / We

sifin diagnostics gmbh,

Berliner Allee 317-321, 13088 Berlin, Gertmany

erklaren in eigener Verantwortung, dass
déclarons sous nofre propre responsabilité qu

das Medizinprodukt (IVD):
le dispositit médical (FWD):

the medical device (IVD):

Anti-Salmonella 0:2
Anti-Saimonella 0O:4
Anti-Salmoneila 0:5
Anti-Salmonelia 0:64
Anti-Salmoneila O:7
Anti-Salmonella O:8
Anti-Salmonella 0:9
Anti-Salmonella G:10
Anti-Saimoneila O:11
Anti-Salmonelia 0:13
Anti-Salmonella O:14
Anti-Saimonella 0:15
Anti-Satmonelia O:16
Anti-Salmoneila O:17

allen Anforcdlerungen der Richtlinie 98/79/E
remplit foutes les exigences de la Directive 98
mests all the provisions of the Directive 98/79/

Angewandte harmonisierte Normen:
Normes harmonisés appliqués:
Applied harmonized standards:

Konformitatsbewertungsverfahren:
Procedure d'évaluation de la conformita:
Conformity assessment procedure:

Glltig bis:
Valable jusqu'au:
Valid until:

Berlin, 31.10.2018

Anti-Saimoneiia 0:19

Anti-Salmoneila 0:20
Anti-Salmonella 0:21
Anti-Saimonella 0:25
Anti-Salmonella 0:27
Anti-Salmonella 0:28
Anti-Salmonella O:30
Anti-Salmonelia 0:34
Anti-Salmonelia 0:35
Anti-Salmonella 0:38
Anti-Saimonella 0:39
Anti-Salmoneifia 0:40

Anti-Salmonella C:41
Anti-Saimonella 0:42

EG-Konformitatserkldrung
CE-Declaration de Conformité / EC-Declaration o

(€
Nr./No. 105

Anti-Salmonella 0:43
Anti-Salmonella O:44
Anti-Salmonella 0:45
Anti-Salmonella 0:46
Anti-Salmonella 0:47
Anti-Salmoneila 0:48
Anti-Salmonella 0:50
Anti-Salmonella 0:51
Anti-Salmonella 0:52
Anti-Salmonella 0:353
Anti-Salmonella O:54
Anti-Salmonella O:55
Anti-Salmonelia 0:56
Anti-Salmonelia 0:57

Sonstiges Produkt
Other device/Autre dispositif

G entspricht.
79/EG qui le concernait.
E£G which apply to it.

f Conformity

@ / declare on our own responsibility that

Anti-Salmoneila 0:58
Anti-Salmonelia C:59%
Anti-Salmonelia 0:60
Anti-Saimonella 0:61
Anti-Salmonelia 0:62
Anti-Salmonella ©:83
Anti-Saimoneiis 0:68
Anti-Saimonella G:68
Anti-Salmonella 0:87
Anti-Salmonella Vi

DIN EN I1SO 13485:2016, DIN EN 13612:2002,
DIN EN 13641:2002, DIN EN ISO 14971:2013,
DIN EN 1SO 15223-1:2017, DIN EN SO 18113-1:2013,
DIN EN ISO 18113-2:2013, DIN EN 1SO 23640:2015

Anhang lll
Annexe |l
Annex It
2021-10-22
f/ - S
i /
Dr. T. Schwarz [ T

Sicherheitsheauftragter fir Medlzmprod ukte
Agent de sécurité /Safety Officer

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

» Berliner Allee 317-321 »

13088 Berlin » Germany
49-30-92 70 30-30 « info@sifin.de « www.sifin.de



EG-Konformitatserkldarung
CE-Declaration de Conformité / EC-Declaration of Conformity

Wir / Nous / We

sifin diagnostics gmbh,

q

Nr./No. 106

Berliner Allee 317-321, 13088 Berlin, Germany

erklaren in eigener Verantwortung, dass

\

\

\
déclarons sous notre propre responsabilité que / declare on our own responsit#irity that

das Medizinprodukt (1VD}:
le dispositif médical (IVD):
the medical device (IVD):

Anti-Salmonella H:a
Anti-Salmonella H:b
Anti-Salmonelia H:c
Anti-Salmonelia H:d
Anti-Salmonella H:E
Anti-Salmonella H:f
Anti-Salmonella H:g
Anti-Salmonella H:g,m
Anti-Salmonella H:h
Anti-Salmonella H:i
Anti-Salmonelia H:k
Anti-Salmonelia H:L

allen Anforderungen der Richtlinie 98/79/E
remplit toutes les exigences de la Directive 98

Anti-Salmoneila H:n
Anti-Salmonella H:r
Anti-Salmonella H:y
Anti-Salmonella H:z
Anti-Salmonella H:zq
Anti-Salmonella H:z3s
Anti-Salmonella H:zss
Anti-Salmonelia H:zs
Anti-Salmonella H:1
Anti-Salmonella H:2
Anti-Salmonella H:6

Sonstiges Produkt ‘
Other device/Autre dispasitif

G entspricht.
79/EG qui le concernait.

meets all the provisions of the Directive 98/79/EG which apply to it.

Angewandte harmonisierte Narmen:
Normes harmonisés appliqués:
Applied harmonized standards:;

Konformitatsbewertungsverfahren:
Procédure d’évaluation de la conformita:
Conformity assessment procedure:

Guiltig bis:
Valable jusqu'au;
Valid until:

Berlin, 31.10.2018

DIN EN ISO 13485:2016, DIN EN 13612:2002,

DIN EN 13641:2002, DIN EN I1SO 14971:2013,

DIN EN 150 15223-1:2017, DIN EN ISO 18113-1:2013,
DIN EN I1SO 18113-2:2013, DIN EN 1SC 23640:2015

Anhang lii
Annexe lll
Annex [l

2021-10-22
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Dr. T. Schwarz

Sicherheitsbeauftragter fir Medizinprodukte
Agent de sécurité /Safety Officer

sifin diagnostics gmbh « Berli
Phone +49-30-92 70 30-0 » Fax +

ner Allee 317-321 = 13088 Berlin » Germany
49-30-92 70 30-30 ¢ info@sifin.de * www.sifin.de



EG-Kon
CE-Declaration de Confor

Wir/ Nous / We

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

erklaren in eigener Verantwortung, dass
déclarons sous notre propre responsabilité gL

das Medizinprodukt (IVD):
le dispositif médical (IVD):
the medical device (IVD):

Anti-Saimonelia H:m
Anti-Salmoneifa H:p
Anti-Salmonella H:q
Anti-Salmonella H:s
Anti-Salmonella H:t

Anti-Salmoneila H:u
Anti-Salmonella H:v
Anti-Salmonelia K:w
Anti-Salmonella H:x

allen Anforderungen der Richtlinie 98/79/E
remplit toutes les exigences de la Directive 98
meets all the provisions of the Directive 98/79

Angewandte harmonisierte Normen:
Normes harmonisés appliqués:
Applied harmonized standards:

Konformitatsbewertungsverfahren:
Procédure d’évaluation de la conformita:
Conformity assessment procedure:

Glltig bis:
Valable jusqu'au:
Valid untit:

Berlin, 31.10.2018

iformitatserklarung

mité / EC-DecIar‘atioq o

C€

f Conformity

Nr./No. 107

many

e / declare on our own responsibility that

2

Anti-Salmoneila H:24,z
Anti-Salmonelia H:zg
Anti-Salmonella H:z4s
Anti-Salmonelia H:zy4
Anti-Salmonella H:zz
Anti-Salmonelia H:zx
Anti-Salmonella H:z3;
Anti-Saimonella H:5
Anti-Saimonella K:7

Senstiges Produkt i
Other device/Autre dispositif

G entspricht.
79/EG qui le concernait.

EG which apply to it.

DIN EN SO 13485:2016, DIN EN 13612:2002,
DIN EN 13641:2002, DIN EN ISO 14971:2013,

Anhang lil
Annexe (I
Annex 1]

2021-10-22

ot

Dr. T. Schwarz

Sicherheitsheauftragter flir Medizinprodukte
Agent de sécurité /Safety Officer

I

sifin diagnostics gmbh + Berl

Phone +49-30-92 70 30-0 « Fax +

ner Allee 317-321 + 13088 Berlin + Germany
49-30-92 70 30-30 « info@sifin.de » www.sifin.de

DIN EN 18O 15223-1:2017, DIN EN SO 18113-1:2013,
DIN EN ISO 18113-2:2013, DIN EN ISO 23640:2015



1fin

EG-Konformitatserklarung
CE-Declaration de Conformité / EC-Declaration of Conformity

q3
Nr./No. 111

Wir / Nous / We

sifin diagnostics gmbh,
Betliner Allee 317-321, 13088 Berlin, Germany

erkldren in eigener Verantwortung, dass ‘
déclarons sous notre propre responsabilité que / declare on our own responsibility that

das Medizinprodukt (IVD): Anti-Shigelia dysenterilLe type 1
le dispositif medical {IVD): Anti-Shigella dysenteriae type 2
the medical device (IVD): Anti-Shigella flexneri type 1

Anti-Shigella flexneri Wpe 2
Anti-Shigella flexneri type 3
Anti-Shigella flexneri type 4
Anti-Shigelia flexneri type 5
Anti-Shigella flexneri type 6
Anti-Shigella flexneri group 3,4 (y)
Anti-Shigella flexneri group 6
Anti-Shigella flexneri group 7,8 (x)
Anti-Shigella sonnei S-form (phase I)
Anti-Shigella sonnei F-form {phase if)
Anti-Shigella sonnei 8§ [and F-form {(phase | and il}

Sonstiges Produkt
Other device/Autre dlsposmf

allen Anforderungen der Richtlinie 98/79/EG entspricht.
remplit toutes les exigences de la Directive 98/79/EG qui le concernait.
meets all the provisions of the Directive 98/79/EG which apply to it.

Angewandte harmonisierte Normen: DIN EN SO 13485:2016, DIN EN 13612:2002,
Normes.harmonisés appliqués: DIN EN 13641:2002, DIN EN (SO 14871:2013,
Applied harmonized standards: DIN EN 150 15223-1:2017, DINEN I1ISO 18113-1:2013,
DIN EN ISO 18113-2:2013, DIN EN ISO 23640:2015
Konformitatsbewertungsverfahren: Anhang HI
Procédure d'évaluation de la conformita: Annexe lll
Conformity assessment pracedure: Annex Il
Glltig bis: 2021-10-22
Valable jusqu'au:
Valid until:
.’r (/’“ e
Berlin, 31.10.2018 Dr. T, Schwarz // - < ’f{ ««

Sicherheitsbheauftragter flr Mednzmprodukte
Agent de sécurité /Safety Officer

sifin diagnostics gmbh - Berliner Allee 317-321 - 13088 Berlin + Germany
Phone +49-30-92 70 30-0 » Fax +49-30-92 70 30-30 » info@sifin.de -+ www.sifin.de




mdc medical dev
bescheinigt hiern

S

sifin diagnostics gmbh

Berliner

ertifikat

ice certification GmbH
nit, dass das Unternehmen

fin

llee 317-321

13088 Berlin

Deu

schland

im Geltungsbereich

Entwicklung, He

tellung und Vertrieb von

In-v1tro -Diagnostika der Produktgruppen: Blutgruppenserologie,

Bakteriologische Testrea

Prqduktion von Rohstoffen fiir

Qualitatsmait

eingeflihrt
Ein Audit von mdc hat den Nachweis erh

die Forderungen der folgenden Norm erfilit:

DIN EN

Medizinprodukte — QU
Anforderungen f

DIN EN ISO 13485:2016 + AC:2016 - E

Giltig ab
Giltig bis
Registrier-Nr,
Bericht-Nr.
Stuttgart, den

//

~ J

Lelter Ze|

madioal device cartiication

MacC

mdc medical device certification GmbH
Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax; +49-(0)711-253597-10
Internet: http://www.mdc-ce.de

genzien und Ndhrmedien sowie
die Herstellung von In-vitro-Diagnostika

nagementsystem

hat und anwendet. i
|
racht, dass dieses Qualititsmanagementsystem

| ISO 13485

alitdtsmanagementsysteme —
ir regulatorische Zwecke

N 1SO 13485:2016 + AC:2016 - 1ISO 13485:2016

2018-10-23
2021-10-22
D1058700042
P18-00745-121758
2018-07-16

il i

rtifizierungsstelle
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Deutsche
Akkreditierungsstelle
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Bcem 3auHmepecosaHHuiM nuyam

ABTOpPU3ALUOHHOE NMUCEMO

Hactoswmm, mel, komnadus «HELENA LABORATORIES (UK) Ltd», Topryowas kak

«HELENA BIOSCIENCES EUROPEDY,| ¢ UeHTpanbHbIM othrucom no agpecy: Queensway
South, Team Valley Trading Estate, Gateshead, Tyne & Wear, NEI OSD,

BenukoBpyTaHus, noaTeepXaaer, 4To ‘

KoMnaHus "GBG-MLD" SRL, pecnybnuka Monpgosa, r. Knuuxés, MD-2001, ynmua
ChisinauTighina, aom 65, ocdbuc 607 |ABNAIOTCA YNONHOMOYEHHBIMN ANCTPUBEIITOPAMYU
BCcel npodykumm komnanHun «HELENA BIOSCIENCES EUROPE» Ha Tepputopuu

Pecnybnuku MongoBa # aBTopu3oBaHa NpuUHUMaTh y4acTue BO BCeX TeHaepax.

KomnaHnun "GBG-MLD" SRL nmeeT npaso uMnopTa, NPOABMKEHNS Y NPOAaXH
BbiLLE NEPEYNCIIEHHOW NPOoAYKLMK Ha TeppuTopumn Pecnybnukv Mﬁbn,qoaa.

HacTtosawee nucbmo geincteutensHo ao 31 gekabpsi 2020 roga.

yax CHIM, Eeponbi u A3uu.

14828462
Email: da@helena-biosciences.com

Hslena Bigsciencas Europe

Quesnsway South, Team Valley Trading Estate, Tel +44 (0)191 482 8440 infe@helena-biosciences.com
Gateshaad, Tyne and Wear, NE11 08D, United Kingdom Fax +44 (0)191 482 8442 www.helena-biosclignces.com

Hetana Laberatorias (UK) Lid trading as Helana Biosclences Europe. Reglstersd h Bngland; 1786207, 150 13485
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Spankeren, 18 July 2013

SOTENTIFID

RO, Box 108

6950 AC Diaren

Van Rensselagrweg 4
BUBRG AV Spankeren/Diaren
The Netherlands

Tel: +31 313 436500

Faw: +31 313 427807
Frmail; info@vitainl
Wabsite: www.vitalscieniific.com
Vat no.: NLBO1339680B0!

-

Letter of Authorization

To whom it may concern:

Vitat che ntific B.V., manufacturers of

and fac‘tory at:

Van Rensselaerweg 4

6956 AV Spankeren/Dieren
The Netherlands

and being a company of the ELiTech G

GBG-Moldova SRL company
Tighina str.65,office 607
MD-2001,Chisinau, Republic of Moldg

is authorized to market, offer, sell and

Selectra line: Selectra ProXs, Selectra

|
clinical chemistry analyzers havilng headquarters

roup, hereby confirms that the company

va

support the following proddcts m Moldova:

Junior, Selectra ProS, Selectra ProM, Selectra XL

Microlab line: Microlab 300 ard Micrplabk 300 LX

And older and newer type of product

cientific B.V.

~\ A At Vital Scientifig
. ), Box 100 - Van Renss

6856 AY Spankeren)|

The Netherlanc

Managing Director

s related to these lines {or of the Flexor line).

Bv
elagrweg 4
Dieran




AGro; up

S"EPPIM

1SQ 9001 -NF EN ISQ 13485 R EIAGE

Zone Industrielle — 61500 SEES - France
T 1 +33 (0)2 33 81 21 00/ Fax : + 33°(0)2 33 28 77 51

TO WHOM TQ BE CONCERNED

our factory at Zone Industrielle, 61500 Sées - France, confirm that our clinical reagents have
been validated on Vital Scientific equipment. As such available Elitech Clinical Systems
reagent applications for Vital Scientific instruments are CE-IVD compliant.

- We, Seppim S.AS,, manuFﬁursrs of Elitech Clinical Systems reagents, having

Reagents, other than Elitech Clinical Systems reagents, are not validated on Vital Scientific

equipments, and we also can't know the impact of other reagents on Vital Scientifc
equipments.

May 22™ 2012

Noi, subsemnatii Seppim S.A.S., compania producatoare a regentilor Elitech
Clinical Syétenws, avand fabrica de producere n Zone Industrielle, 6150q, Franta, confirm&m,
ca reagentii au fost testati si validatt pe echipamentele Vital Scientific. PqntrLl acesti reagenti
existénd si protocoale specializate pentry analizatoarele produse de Vital Scientific. Atat

reagentii cat si echipamentele sunt ceriificate CE-IVD.

Alfi reagenti Tnafara de Elitech Clinical Systems, nu au fost testati si validati la echipamentsle -
Vital Scientific si noi nu cunoastem compatibilitatea si impactul lor asupra analizatoarelor Vital
Scientific.

22 mai 2012

Signed on behalf of the manufacturer
Valérie GOURDON

Regulatory Affairs Manager
COMPANY SEPFIM S.A.S

SEPPIM S, ﬂ .S

¥ CE —
23 - Fox k54 (0)7 55 2877 51
365 224 004456

Société par actions simplifige au Capital de 1 219 592.14 €
SIRET 318 365 228 00036 APE 2059Z
RC ALENCON 318 365 228
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raining

Instrument

Vital Scientific BV h
attended a four day
participant is now a
instruments.

SCHENTIFIC

iereby declares that the participant has
s seminar for service engineers and the
certified engineer for the declared

Participant: Mr. A. Legun

Company: Gl

obal Biomarketing Group- Moldova SRL

Moldova

Instrument: Vitalab: XL Series

E Series
Junior Series
Dry ISE |
Micro Series
ProXsS

Date of training: April 20th — April 23rd, 2010

System Suppon Mm/r{nger: System Support Engineer:

Jan Oostendorp Fr nmfdwKarput’/J

Do25




EG-KONFORMITATSERKLARY

Name und Adresse des Herstellers:
Name and address of the manufacturer:

.W,ir erkldren in alleiniger Vergntwortung, dass die In
We declare under our sole résponsibility that the in-

' kapillare Blutentnahmesysteme

» Kapillarblutentnahmesystem (GK)
« kapillare Probenbehiltnisse

« Blutgaskapillaren (BK)

» Hamatokritkapillaren (HK)

; der Klasse / of class

den einschldgigen Bestimmungen der IVD-Richt
entspricht. Die Konformit&tserkl&rung gilt fir die durg

meets the provisions of the directive 88/79/EEC and
is valid for the batches released by KABE LABORTE

| Konformitétsbewertungsverfahren:
Conformity assessment procedure:

Numbtechi-Elsenfoth, 21.03.2013

Konforn1Ilae,tas‘rklaerpnjg_IVD_PGZB.dbé

LABORTECHNIK

NG + EC DEGLARATION OF CONFORMITY

: | KABE LABORTECHNIK GmbH
¢ | Jdgerhofstrae 17

| 51588 Ndrbrecht-Elsenroth

| Deutschland / Germany

-Vitro-Diagnostika der Produkigruppe /

vitro-diagnostica of product group

capiliary biood coilection systems

« capiilary blood collection system (GK)
o capillary sample containers

« blood gas capillaries (BK)

« haematocrit caplllaries (HK)

» end-to-end caplllaries (EK)

| Andere IVD-Produkte
: otherIVD-dev'ces .

inie 98/79/EG und deren Umsetzungen in nationale Gesetze
h die KABE LABORTECHNIK GmbH freigegebenen Chargen.

its transpositions in national laws which apply to it. This declaration
CHNIK GmbH.

| Richtlinie 98/78/EWG Anhang il
! Directive 98/79/EEC Anngex llI

KABE LABORTECHNIK Gmbh
Jagerhofstrale 17
0-51688 Numbrecht-Elsenroth
G 4493 (012203 / 596

4

" André Kolpe, Geschaftsfihrer / Managing director
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TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

KABE LABORTECHNIK GmbH
Jagerhofstr. 17
51588 Niimbrecht
Deutschland

has established and applies a quality management system for medical devices
for the following scope:

Design and development, production and distribution of
in vitro diagnostic devices and consumption materials
for sample withdrawal, preparation and storage
as well as single-use medical devices

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled, The quality management system is subject to yearly surveillance.

Effective Date: 2018+10-16
Certificate Registration No.: SX 60183221 0001
An audit was performed. Report No.: 21234760 009

This Certificate is valid until; 202141015
Certification Body

o
Pl s

bt
(( DAKKS
a,;\__.,a‘;, _ Deutsche
=i Akkreditierungsstelle
D-ZM-14168-01-02

o

|
Date 2018-10-12 / i
Dipl.-Ing. I. Munkler

TUV Rheinland LGA Products GmbH - TillystraRe 2:- 90431 Niirhberg

Tel: +49 221 806-1371 Fax: +49 221 806-3935 e-mail.certivalidity@de Wv.com f}ﬂpﬂw.tu\ﬁdom‘?&al’ety

TN GAGE W TUM, TRV pat TUAC b dugigtirsd ok GRS S sROhAnan reeHeT ped (et




: CAFIALA SpA,
o Reqrone\/vlonfor/e 3014053 Canelli {Asti] ITALY
- al: (+39) 014 33 50.75 - Fax: [+39/ 0141 83.52.92

email: info@aplaca.com
| www.aplaca.com - www.vacuaplaca. it

-‘ f PIVA: 00862050960 - Cod Fist.| 07520900155 -REA MB 1167248

PLASTIC DISPOJABIE [TEM
Kmmmmmmacuwmmg

TO WHOM IT MAY CONCERN
Letter|of Authorization
We APTACA GPA with head offices and plant located in :

i .
Regione Monforte nr 30

i
o :
} I 14053|Canslli ( At ) Italy
Confirm that the. ‘below Company
‘ 1

"] 4 "GEG-MID" S.R.L.

5 | Tighina |str.65, office 607
MD-2001,Chisinau,
Republiic of Moldova

Web: www.gbg.md
Ph. 4+373 22 54 91 20
+373122 54 91 21

[s authorized to*px{ebare pfice quotations, adyertising activities, warranty service, offers, to partecipate

in tenders and to \sell our whole range of product on exclusive basis in the territory of MOLDAVIA.

This letter is valid untll 31/12/2020 and may he prolonged by mutual agreelment,

| !

ON BEHALF OF NUOVA APTACA S.R.L. |
I

; .‘

\

Veronica FERRARI |

Export Manager

APTACA SP.
Reg, Monforte n,
Tol. 0141/835075 f.a, - F 0141/835292
14053 CANELLI (AT)
CF 07520900155 - 'R 00862050960
Cod Unlvooo' SUBMTON

Canelli 25/11/2019




CERTIFICAT

CERTIF
Si @
th

Slstema di Gesg

Quality

: nella Se
¢

Reglone Monforte

UNI EN IS0 900

ke

2 42 ~ Per se
P _concemmg fhe
GQS'EID!LG de]la:_fabbricazmne ed in

‘per il prelievo.diccampioni biolog

Prbgettazmne ¢ fabbricazione di d|spos"
Commerc:alizzazmne dl d|sp-

/l//anagemnnz of l‘he /Nanufa(‘tur/ng and p/acmg 0/7 z‘h& ;

. natural orifice and in. surglcal field, Dewgn and(
of a/m/yg/s ’V/arkez‘/ng of mea’/ca/ d/zd d/agm

.“ ITALCERT

5./3

§S

é com‘c- !
Isdneompl)

) N° 5055GQ03

\TE N° 5055GQ03

(

rtifica che ll
to certify that

tione per la Qua_,

M nagemeanystem ey o

e

lita

_iln-at’_co.dd_ T,
n__,{emen?l?dlzy' '

' PTACA S.rk -

=3iig 20900 MONZA (MB) -

_‘17 LA Y !

—2015 (ISO 9001 2015)1_
uenti Processi _ h
.r‘fow;’ng kmds ofP;ocsfse;

mlsslone in- c;ammerf:lo dl |tampon||ster|l|

|n or]fm naturall e ln amb;to chlrurglco

anufaca‘urmg of dfaghosba meo’mi dewces for mzaoratou@s
mc de vices in: wz‘ro Marke;‘mg of laboratory articles.

—'_-\J '-.J

‘az|one in vigore apphcabllu

'!I presenla Cerliﬂcatu é,soggelto al rispetto deUe ',.urluu )

in the Rules /()r I/IE C(’Hl//ca(lr)n m /b(w Ipp//C'lb/é'

This Caitilieuteshall satisfye the :equfreﬁ_wmf‘ ¢

In casodl dlqrmdanza tra'le Ii‘igue wtilizzate. nella traduzione de

enuto del pre$enre cef(tllicato fare ri[er:menw alla Ilnqua Itallana
i !

|’.r: LA e of drscrr',r:anry :’u :‘lwgf.n the hngu.'l _j{: use

Data diPrima Envisslofe: /|-
First Issue Date,
1998-07-23 7/

Settorg IAF 14-29 7 77/ -

Membro degll A«onil

Fiz Signatory of EA, 1AF an

.rl, | Viale Sarca, 336.~:20126 Milano (MI) | tel, +39 0

'-.i'.

/ t '\ < .
Déta di Rmno\ro Data di Scadenza
fr‘enewaf DarrJ Expiration Date
: 2017-10-30 2020-10-29

CREDIA %,

S0 MACCHEDITARENTO

* D23A PND N* 1220
'.IOD 15P N* 0758
e

Jl Hul.uu Ricengstimenta BA, TAF 8 [LAC
| Mulwal Recognltion ﬁgrem:nnri

266104876 | fax. +39 0266101479 l www.ltalcert It | Italcertsr@legalmail.it

‘|

|
|
\
|
X
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\IKIMUA

articoll per laboralorio arallsl
disposable labware

www. kimait |

Messrs
‘GBG-MLD"-SRL
STR. TIGHINA 65
2001 CHISINAU
MOLDOVA'
Piove di Saceo, 25/02/2019 |

DISTRIBUTOR AGREEMENT

To whom it may concern, We hereby declare that:

o~

KIMA sas — Via Leonardo Da Vinci 22 — 35028 |piove di Sacco - (PD)~ ITALY

appoints "GBG-MLD" SRL — STR. TIGHINA 65. 1 2001 CHISINAU =MOLDOVA

as authorized distiibutor of KIMA plastic labwarg products in the terrIto?ry of MOLDOVA
' !
GBG MLD has the right to import and distribute R(IMA plastic labware products.

This Agreement is| valid one (2) years from the present date.

The Distr:ibuto,r does not have any possibility tti oblige the company KIMA sas with quantities or
delivery time as well as prices without prior written authorization from KIMA sas,

KIMA sas keeps the right to modify the prices adcording to the market of the raw materials.

Vla Leonardo Da Vincl, 22
35025530 DI SACCO (PD
. WA 0146629028

: DI SACCO (PD) Italy - e-mail: info@Kkima.il - Cap. Soc. € §0.000,00 i.v.

KIMA S.1.l. - Via Leonardo daVInci, 22 - Zil. Tognana - 35028 PIOV .
mprese Padova, Codice Fiscale o Parlila.IVA 01466290283 - REA PD 160069

Tel, +30 049 9719611 - Fax 429 049 9719542 « §719543 - Registro |




CH

R:TIFICﬂﬂT'O n.
CH

RTIFICATE No.

SI CERTIFICA GHE |L SISTEMA DI GESTION
=BY CERTIFY THAT THE QUALITY MANAGE

' KIMA S.R.

ITA/OPERATIVE /. OPERATI

WE HER

UN

, 22 - Zofﬁa Industriale Tof
| ‘ Italia

| ., .
NFORME ALLANORMA [ 18 [N COMPLIANCE

.
UNI EN ISO 9001

Via Leonardo Da Vinc

ECl

'ER LE SEGUENTI ATTIVITAY FOR THE FOLL

EA: 29
Commercializzazions di prodotti del G

terreni di coltura per microbjologia, articoli in p

~ proyette con vuoto predeterming

Trading of the producls of the Group: diagnostic Kil
plastic disposable labware, test tubes with predetert

I

=

L

J

| %
islema di‘Gesttcfne per la Qualita [ Quality Mlmagemanf System

CISQ Is a member of

| LRk Y 4 B
e * Tl wotear
} Ev; *ir h
-
! **** #
www.lgnet-cartification.com

1QNet, tha assoclation of thi world's first class
cartificabion bodies, s the largest orovidar af maragement
System Certifficallan in the warid,
Igiet is compased of more than 30 bodies and cowniy
avar 150 subsidiarias all vver the globe,

| 4264/4/C

>ER LA QUALITA DI
NT SYSTEM OPERATED BY:

B UNITS

nana - 35028 Piove di Sacco (PD)

WITH THE STANDARD

2015

QWING ACTIVITIES

uppo: kit diagnostici, | |
astica per laboratorio analis],
o e aghi sterili.

s, culture media for microbiology,

nined vacuum and sterile needles.
e

"

[

|
!

|
plicabliita del requisili délla-norma di riferimehto,

Riiurlrsi"arla-dccmneniaqkme del Sislema-di Gestiona per Ja Qualits aziendalo pef |'a
Refer,lo the documpnlation of the Quatly Marjagement'Syslem for delails of apgyication o reference slandard requiremgnls. .|
Il presents cerlificalo ¢ soggetto af rispetlo del dogumento ICIM “Regolamanto perla cénlificazipna. del slilem di Gestone” e &l relativo:Sehema specifico.

The use and lha validity of his certificale shall salirly thé requirements:of the 1GIM document."Rulés: for the:cerificalion-of company management systams™ and specific Scheme.
Per informazioni plsnfua & aggiomata clrea pvenluali vaifazidnl intervenile nello staty della certificazione ¢l cul al présente-certificato,

3i prega di confatfara | n® elefonico:+39 02 725341 o indirkzzo e-mail Info@icim. L.

1 updaled infarmialion ahoul any changes in the cartifioatiof status refarred to in this cerlifivate,

please conlact thé numbér+39 02 725341 o emall adgiress info@icim.il

For limaly ¢

Data emissione Emissione corrente Data di stadenza

Firsl issue Current issue Explring dale
18/01/2007 18/01/2019 1710172022
L
i |
|.cmf}s-p A,
Plazza Dun Enrico Mapalll, 75{-.20099 Seslo Sjn Giovanni (M)
vl it

FEDERAZIONE.
= CCREDIA 5§ (sl i
=\ A d ] i»., Erar| -
0 LENTE ITALIANG D) ACCREDITAMENTD ol |
) ' www.clisg.com
6 SGQ N° 004 A | CI5Q & Ia Federazione Ttallana dl Organisml di
(;"‘ Cé:_rtlr(cazlone del sistem} dI gestlone aziendale,
S Membro degli Accordi di Mutuo Ricanosgimente EA, 1AF-g ILAC GI5Q Is the Italian Federation of management
Fledmbems 2f A TAE mad 1 AS Mkl DarndniHan Anradmantc |' system Cartlfication Bodies,
|




Yia Leonardo Da Vinai,

Trading of the products
plastic disposable labware, test tubes with predstermij

CERTIFICATO n,

CISQ is a member of

i "
aj THE WTEANATIONAL CENEIFIDATION NETWORK
www.lgnat-carlification.com

1QNeat, thio asseclation of the world's first clags
cortification budies, is-the lergest provider of management
System Cartiffcalien In the worfd.
TQNet It composed of more thiln 30 bodies and counls
over 150 subsidlaries all oyer the globe.

4265/4/C |

CERTIFICATE No,

81 CERTIFICA GHE IL:SISTEMA DI GESTIONE

|WE HEREBY CERTIFY THAT THE QUAL.‘TY MANAGEWEVT SYSTEM OPERATED BY:

[KI_MA S.R.

UNITA OPERATIVE / OPERATIVI

i ltalia

E CONFORME ALLA N?RMA 118 IN-COMPLIANCE

UNI CEI EN ISO 134

- UNITS

PER LA QUALITA.DI

22 - Zona Industriale Tognana - 35028 Piove- dl Sacco (PD)

\TH THE STANDARD

5:2016 -

Sislgma di Gestione per la Quallta / Quality Management System ‘

P

i

RILE! SEGUENTIII,'ATTNITA | FOR THE FOLLO
 EA29

_ Cbmmeroializzaziqne di prodotti del Gru
terreni di coltura per microbiologia, articoli in pla
provette con vyoto predeterminatc

of the Group: diagnostic: kits

ING ACTIVITIES

ippo: kit diagnostici, !

tica per laboratorio amallm

y @ aghi sterili.

culture media for mzcrobxoid)gy,
ed vacuurn and .s_rerri,e needles.

Riferirs| alla documeritaziorsy del Slstema dii Geshone ‘per lg Qualil4 aziendale per l'app
fafarfo .irm ‘documentylion of me Qualily Menagement Syslam for teldils of appl

Per informazioni puntuali  figglarnale cirga avonluali varigzont Intarvenule nalio stalo
silpraga df conlaltare Il n® lelefonico 39 02 726341 o Indirizz
Fortimély.andndaled informetion aliaut any clianges in the ceﬂa‘ﬁcﬁﬁ'on $

Dala emissione Emisslone corrente
Firstissue Current Issue
18/01/2007 18/01/2019

U6l

pleasa conlagtthe number +39 02 725341 oremall addre

bliita:def requisiti-della norma dl r|[er’menlo;
lion {o.reference standard requiréments:

lz:cerlificazione di cui al presenle cerurcalo,
g-mall |nlo@wlrn ite |
{05 refamed fo.in this cenlificale, i

5 info@icim.il

Data dl scadenza
Fxpiring date
17701/2022

" ICIMS.p.A.
Plazza Don Enrice Mapell[/75--20099 Sesto San
www,icimit

'ACCREDIA ©

7]
ANTE ITAUANG DI ACCREDTAMENTG %\

5GQ No 004 A

Membro degil Accurd! di Mutu Riconosdlinenta EA, TAF e ILAC
Signatory of EA, AF and ILAC Mutual Recagnltion Agreements

Siovanni (MI)

FEDERA ione?

www.clsq.com

C15Q & [a Federazione Italisna di Organisml di

Certlflcazlone:del sistem! dl gestlone azlendale,

CISQ Is:the Iteflan Federatlon of management
system Certification Bodies
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Progettazione e produ
Produzione di provelte ps,
coltura per-mlciobiology

Progettazione e pro
biologici e Urine, Prod
del Gruppo: kit diag

‘analisi, provette con vuolo predeter

CERTIFICATO n'
CERTIF CA TE No.

8l GERTFFJGA CHE IL SISTEMA DI GESTIONE

E RER LA QUALITA DI

CI$Q is a member of

I, Neﬁj

THI IIﬁMNMlDNJ\I. CERTIFICATAON HETWEAK
www lgnat-certiflcation.com

|
|
I!L'et. the assoclation of tha world's first closs
certificqtion badias, Is the larpast proviver of menagamaont
1 System Certification in the werld,

1QNet is composed of more than 30 bodles und counts
| over 150 subsidtaries all over the giobe.

*
bl
*

4265/4/D

A,

VT SYSTEM OPERATED BY

HEREBY CERTIRY THAT THE QUALITY MANAGE

VAbUTEST KIM

Sede / Head office

=

A S.r.l.

“Via daiilndustrla 12 - 35020 Arzergr

de (PD) - ltalia

T
g

| Uffic! direzionall @ amminis
|Unita Oparative / Operativ
Via dell'Industrla, 12 - 35020 Arzergra
rione di provelte con vuoto predelerminato a

i
B

d

aifvl

Units

e (PD) — ltalia
Lso prelievo emalico, liquid! biologiei e unrné

n

I microprellevi d! ‘sangus. Commaercializzazlo
a, articoli in pla.shca per laboratorio analisi, g
Via Leonardo Da V|nC| 22 - 35028 Pig

Uffiel commerciall @ magaz

E CONFORMé ILLA NORMA / 1S IN COMPLIAM
| I
UNI CEI EN ISO 13

Sistema di Gestlone per la Qualita / Quality
{ PER LE SEGUENTI ATTIVITA / FOR THE FO

EA: 14 -29

duzione di provette con vuoto predet

nostlci, terreni di coltura per microbi

C

1485:2016

\izione di provette per micropreliev! di

Design and production of test tubes with predetermined

6 df prodotli del Gruppo: kit diagnostici, terrent di
ravelle con vuelo predeterminato e aghl sterill

ve dl Sacco (PD)
Z{0,

&

= WITH THE STANDARD

Wanagement Sysfem

LLOWING ACTIVITIES

rminato ad uso prelievo ematico, hquu:h
sangue. Commerclalrzzazrone d| prodottl
dlogia, articoli in plastica pen Iabcratorro
Minato e aghi sterili.

acuum for collection of haemato/og/ca/

€

samnples, biological llquids and urine samples. Production of test tubes for micro-callection of

haematological sanples. Trading of the products of the (

microbiology, plastic disposable labware, test tubes with pi

Rilerirs] alte dog

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

umanizziong def Sistema di Gestians par (3 Qualla eziendals per 13 pic abililh dai roquisil della norma di "fsﬂmenlo

Ralor o il of the Qualily Manag System for delails of ar

lication lo refe standard requi

\Perinformazion: punlual e apglomale girea eventuall vadaziont intervenula nelio fa
sl praga di contallase il n® elalonica +39 02 725341 o indin

Fey'timely and updaled information abioli any changes in the cerlificalid

Data emlssione Emisslone correnle
Flrst issue Curreni (ssue
18/01/2007 18/01/2019:

b,

I delia cerlificazione dicui al presenle cerﬂl’»calo. |
2o gmall Infof@icim,L

slalys referred lo in this cenificate,

filoase conlgct the number +39 02 725341 or smad aqpirass info@fcim. it

Datla di scadenza
Expiring dafe
17/01/2022

ICIM S.p.A.
Piazza Don Enico Mapell, '}’5 ~ 20099 Seslo &

ekl

ACCREDIA'*

LANTE PIALUANG 4 AL CREDTUAME R

SGQ N° 004 A

Membro degli Accordi di Mutu|
Slgnatory of EA, 1AF and [LAT]

Riconoscimento EA, TAF g ILAC
tlutual Recognition Agreamants

FED ERJ\ZIDNE

cisq

Tn Giovann} (M)

www.clsg.com

CISQ & la Federazlone Italiana dl Organlsmi di

Certificazlone del sisteml di gestiono azlendale.

CISQ Is the Itallan Federatlon o/ management
system Certificatlon Bodles,
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MANAGEME
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Harta vauansHol ¢
20 nexabpst 2000

Ceprugurar N2
S9878-2009-AQ-MCW-FINAS

HacTosawmm YAOCTOBEPARTCH, HTO CNCTEM

AO «TEPMO ®UILLE

EETUDUKAUKMA

STEM

rri

ﬂeﬁcTsv.mneJ:
21 mioHA 2018 - 31 asrycra 2021

a MeHelXXMeHTa opraHusaumnn.

CAMEHTUDOUK »

KybuHckas, a. 73 nutep A, kopnyc 1, Cankr-lMNetepbypr, Poccuiickas deaepauus,

196240

6bina Npu3HaHa COOTBETCTBYHOLWEN CTaHA

ISO 9001:2015

Hactoawui ceptudukaT gerdcTBUTENEH [
NMPON3BOACTBO OAO3ATOPOB MUNE’
ANATHOCTUHECKOIO NIACTHUKA.

aprty:

ns cneayrvouwen obnactu:
FTOYHbIX U CMELUMNANIBHOIO

MecTto v aata:
Mockgsa, 21 uoHa 2018

FI

S0 (ENE

S5 ASSURANCE FINLAND

Finmish Avcra

QT BLINyCckalowero opuca:

DNV GL - Business Assurance
TpexnpyAHblA nepeynok 9, cTp. 2, MOCKBa,
Poceuiickan ®egepaymnn

S

C Cavoo e

AS

Cepre# Fpy6uu
MpeacTasnTEns pykosoacTsa

itation Service
OIEC 17021)

5

cpm(a'r HeAEﬂCTBMTeanblM
giingatama 5, 2150 Fupon, ¥
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