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000 "ATA;T-ME'I]," '
105173, Macxna, Y. T'naBuan 6- 12 |
. muoroxanaisHeiit /g, 777- 41-92

daxc/apT. (495)741-23-19;

/. (499)780-97-48/84.
E-mail: agat@agat.ru, http://www.agat.ou
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1. Buemmouii Buj
1. 1. TpancopMUpyIONEAR peArenT [IppOIICK 3KETITO-OPAHKEBOTO Cwmecs BENILIX 1
fBeTA I CMECE BetbiX H OPAHIKERLIX KPUCTAIO
OpPAHXEBEIX KPUCTAILIIOR
|.2 ANCTORUHAHTHAPHH Becnpernag npospaiHas PecuperHad Npo3padHas
AUIKOCTS WHTKOCTE

|
1.3 Kanubponoqunmi

TBOpP rcMOTTOGHHA

[IpospauHas KHIKOCTE 0T
SMHO-KPACHOT0 0 TEMHO-
KOPHYHEBOTO UBETA

TIpospavHan KAIKOCTE
TEMHO-KPACKODO HBETA

VeTOHUHBLC MTOKA3E

nocine Jo6aBacHHE
thH, He Doree

2. TexHRYeCKHE | XAPHKTEPHCTHRKH
2.1 Tect ua| cooffsercTeue kamuGparopa
KOHTponkHOMY || nafbparopHOMYy — pacTsopy 2 CooTBeTdTRYeT
remornofuna 120 1/, jOTKIOHEHHE B %, He
bonee I
2.2 ‘Iynr.:mu'wm';umc L 1n, we Gonee 10 CoOTBETETBYET
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fonee 2 CooTBeT¢TBYET
323 Koacln}muuem‘ pAjjuALH PeIyNILTATOR
OTIpEAeICHHS, % He {bnee 2 COOTBETCTBYCT
34 ﬂonycnwblﬁl pa3fipoc peayNbLTATOB MTPU
napanenbHeX ONpefreax oHo# TpoSh 2 Coorper¢TRyeT
pasHeMI HAOOPAMA oit cepuu, Y6, ne fonge
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| |
.’ Hab6op KOHTPQIBHBIX pacTBOPOB OCIKOB MOYH
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L
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'B OlIpeJesiceHysT B MOYC
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HAZHAUEHRE
HaGop ¢ SDA-KOHTpo.HL-CCK
BOGTIPOH3BOIHMOCTH PE3yNILTATC
110 MX PEeaKi{uu ¢

0€eJIKOB|

|
TII01IK03BI

pH |

COCTAB H:
Habop
PACTBOPOB:

4

C KOHTPOIh
|

Texuutec
- k03¢ huLl

Genkon,
- K09 U1y
ITIOKO3BI,
MesK(IIaK
JIOTYCTH
OenKoB B
TIOKO3BI
CPOK Xpa
TEMIIepaT
IIOCJIE BC
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bM-kouTpone-CCO

L)Ha ypoBenb Nel
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000 «MEONAKGP C.-M.»

spl 1 pH

194100,r.C4MNereppypr, yn. A.MaTpocoea, A. 4, kopn. 2, fut.N
Ten./dikc (812) 295-87-55, 646- 72-23
AHAITATUYECKUM ITACIIOPT
a60p KOHTPOJBHBIX JACTBOPOB OeJIKOB MOYHX + TTIIOKO:
| «BM-koutpoab-CCK + raroxosa u pH ¢ KAJINOpPaTOpoOM»

ICon OKII 93|p816

Pezucmpanuogn ve yoocmosepenue Ny @CP, 2010/08997

TY 9398-26942208224-2010

Kar No .05

Homep cepiju) K 16 -19

Cpox roan
HA3HAUEH

I-Iafi;op ¢
[PABHIIBHO
0eIK0B,

MII0KO03bI

'u no: 03.2020 1.

vI-korrrponb-CCK
U BOCTIPOU3BOIHN
10 WX PEAKIIHH C
C TIOMOILBIO Ihar
(hepMEeHTaTUBHbIN
KAueCTBEHHBIM II(
C IIOMOIIIBIO JIUAr

+ 111
MOCTI
CYIIB(

HocaMIHIOBOM KHCHOTOM

hiosa 1 pH ¢ kamuOpaTopoM» Npe/Has
pe3yNbTaToB ONpPEJENeHNs B MOYC

FHOCT}

i MeThOM (FIIOKO300KCHIA3HBIM)
b peakun beneankra
HOCTIfUECKHX MTOJIOCOK

4eCKUX II0JIOCOK

|
|

Ha4uCH JJIA I(OIﬂ'I[)OHH
|

BYeT

[BYET

TBYET

TBYET
les)/e'l‘

pH i ¢ [TOMOILBIO JIHATHOCTHUCCKUX ITOJI0OCOK ‘
COCTA!B HABOPA !
l--[a:Gop «BM-korTpons-CCK + 1jmoxoza i pH ¢ KanuGPaTopoM» COICHIKHT 8 (pHaI(OIJqPIS
KOHTPOJILHIX | pacTBOPOB! !
- | rhxon Kanubparopa ¢ KOHL enrparueit Genka 0,1 T/n - 10 M1
-1 I(IGH KAIMOPATOPA ¢ KOHI|SHTpalMel belka 0,2 r/m - 10 M
-1d ](r0H kanubparopa ¢ KoHl|eHTpaunei oexa 0,4 r/n - 10 M
- | ¢ulhor xammbpaTopa ¢ KOHL eurpannei 6enka 0,8 1/ - 10 Mt
- 2 biifixora yposenb Nel | o 1) M1
- 2 dufixona yposern Ne2 | o 10 mn
B mactidpie HaGopa ykaspiBgeTcst CpeHee 3HAUSHNE KOHICHTpatii Genka MOUH M TIIHIKO3E!
C KOHTPONBRibIMA IIpeIenamu (X+28)
Texnuyecye XapaKTePHCTHKH napopa:
- xoa(hputfienT BapHAIME PE3YITHTATOB M3MEPCHIIL KOHIICHTPALlHH
Oenkos, W, He Oonee | 10 CooteeTCT
- ko3 (huifenT BapUaIn pe3yJ]1L;raT )B U3MEPCHUS KOHTICHTPALHH
rmoko3sl||%, HE Gosee 5 CooTBeTC!
- Mexpax qﬂaﬂ Bapuanus, %, ne opiee 5 COOTBCTC
- monycTHMBI pa3dpoc pe3yn r)]iTa'ron OTIpE/ICICHUS KOHIGHTpali
Genkon B|pasnbx HaGopax oo cppuu, %, He Goee 10 CooTseT
FINOKO3BI|B pasHbIX HAbopax QIHOH CephH, %, ue Oonee 3 Coorserq
- cpok|xpalferns nabopa, Mec | ¢
- Temmepatlypa XpaHeHHs., °'c | 2-18°C
- mociig BeffpbrTist pIakoHa pa¢TBOP(MOIKEHO XPAHHUTh, neit, ne 6onee 14
Havanpnuloracia ; ‘-@
Texmhec.} Hrp KOHTPOs i [V Kpacnomosbcxas E.B.
29y wEs | 20191




AV \IALA S.p.A,

Regione Monforte, 30 -14053 Carelli (Asti] ITALY

Tel: (+39) 0141 83.50. 7'5 Fax: [+ 39} 0141 83.52.92
email: mfo@apa‘acn com

www.aplaca.com - www.vacuaplaca. it

PIVA: 00862050960 - Cod.Fisc.: 07520900155 -REA MB 1167248
\

PLASTIC DISPOSABLE [TEMS
FOR LARORATORIES OF ANALYSIS

TO WHOM IT MAY CONCERN
1 Letter of Authorization

We APTACA SPA , with head offices and plant located in :

Regione Monforte nr 30
14053 Canelli ( At ) Italy

Confirm that thie below Company :

\ "GBG-MLD" S.R.L.
Tighina str.65, office 607
MD-2001,Chisinau,
Republic of Moldova

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

|

Is authorized toprepare price quotations, advertising activities, warranty service, offers, to parte&ipate
|

in tenders and fo sell our whole range of product on exclusive basis in the ter: itory of MOLDAVIA,

This letter is val{d until 31/12/2020 and may be prolonged by mutual agreement.

ON BEHALF OF NUOVA APTACA S.R.L.
Veronica FERRARI

Export Manage

Reg. Nlonforte n,

Tel, 014!!83507 ta. - Pax'0141/835292
14053 JANELLI (AT)

CF 07520900155 - PY. 00862050960
Cod, Univoeo: SUBM70N

Canelli 25/11/2¢19
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Progettazionje € fabbricazione di dispositivi medico diagnostici per labor

e Certificato & soggelto al rispetto delle condizio

fordanza tra'le tingue utilizzate nella lradyziona de

o

& ITALCERT

CERTIFICATO N° 505SGQ03

CERTIFICATE N° 50556Q03

Si certifica che il
this is to certify that

Sistema di Gestione per la Quallta

Quality Managemenr System

Messo in »atto da
" implemented by

~ NUOVA APTACA S.r.l.
~Via Monte Bianco, 4 — [T 20900 MONZA (MB)

nella Sede Operativa di -
Operdnve Unit

Reglone Monforte 30 = IT 14053 CANELLi (AT)

e conformp alla-norma
s in compliance with the standiard

UN‘I'EN SO 9001-2015 (1SO 9001-2015)

- per.i seguenti Processi
concer ning fho fo//ox ving kinds of Processes

e della fabbncazmne ed i lmm|SS|one in-commercio di tampt

[ommercializzazione di dispositivi med|c1 e diagnosticiin it
Commercializzazione di articoli da-laboratorio

stablllte dal Regolarnentl pel Ia Certlflcazlone in vigorg

This Certificate shall satisfy the requirements estab ':hcd in Ilre Rules /or fhe ce llll'runon in force r{)p/lcfble

of discrepancy between tie lingvages used i ‘the 114 ms/mon of tha content o/ s ca mfc ate, /)/z i5e; Toler to the feala

ot AMMINISTRATORE DELEGATO
MANAGING D/R[CTOR ;

Dr. Ing. 'oberto Cusohto ; _
t : Data di Rinnovo
Renewal Date -

2017-10-30

Data di Prlma Em|5510ne ITALCERT
" First Issue Date ITALCERT

2011-10-30

ACCREDIA &

LENTE [ALASO DI ACCRELITAM LHTO &

PAD N* 1220

SGQ N* D23A
1SP N* 07SE

SGA N® 0200

PRS N* 097C
Membro degll Accordl 81 Mutuo Riconoscimento EA, JAF o JLAC
Signatory of EA, TAF and NAC Mulus] Recognition Agreentents

hrca, 336 — 20126 Milano (M1) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert,
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0. |
|
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Management of the mpnufacturing and placing on the market of sterile tampons for sampling of biological 5;}796/‘/776/75

bl in surgical field, Design and manufacturing of diagnostic. medical de
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yatory articles.
applicabili.

la lingua italiana
/urguage
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Data di SFendenza
Expiration Date
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t | ltalcertsr @legalmail it




ITALCERT

CERTIFICATO N° 5055GQ03

CERTIFICATE N° 5055GQ03
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_messo inatto da
implemented by

NUOVA APTACAS.r.l.

1T 20900 MONZA (MB)
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Ope/at/ve Unit

Reglone Monforte 30 - IT 14053 CANELLI (AT)
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UNI EN 1ISO 9001-2015 (ISO 9001- 2015)
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Gestiome della fabbricazione ed immissione in-commercio di tampom sterili

per il
Progettazio

¢

Management of the.m
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1 'presen

in caso di dis

fr.casek

Data di Prima Emissione
First Issue Date

1998-07-23
Settore |AF 14 - 29

ITALCERT S.r.l; | Viale S

relievo di campioni biologici in orifizi naturali e in ambito chlrurglco
e fabbricazione di dispositivi medico dlagnostla per Iabor,atorl di analls‘
ommercializzazione di dispositivi medici e diaghostici in vm 0. |

Commercializzazione di articoli da laboratorio

bnufacturing and placing on.the market of sterile tampons. for sampling of b/o/omca/ sﬁe cimens
d in surgical feld. Design and manufacturing of d/agnostic" medical devices for /aboraz*or/es
Viarketing of medical and d/agnostlr devices in. wtro Mar/(ez‘/nq of fabo;aiw y arl ticles.

e Certmcato & soggetto al rispetto delle condizioni stabmte dal Regolament! per la cerhﬁcauone in vigore appllcabnll

This Cortificate-shall satisfy the requirenments -b/ulre o in the Rules for the ce rl///& stion in force’: )pp/mb/e

ordanza tra le lingue utilizzate nella traduzio -antenuto del presente certificato, fare riferimento alla | I|ngua italiana
of discrepancy between | the lang GUages ucsd 1l n‘u it mml of the.content o/ this ce mfc ale, /)/¢ a15e /nf v tor the Hali; :.-} lvnguage

1 AMMINISTR&TORE DELEGATO
MANAGING DIRECTOR / |/

4

Dr. 1n } Roberto Cusohto

Data dn Prima Emissione: ITALCERT
First Issue Date [TALCERT

2011-10-30

Data di Rinnovo |
Renewal Date

Data di Scadenza
Expiration Date
\
2020-10-29

2017-10-30

ACCREDIA &,
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PRD N* 1220
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PAS N* 097C
Hambro degll Accordi dl Mutuo Riconoscimento EA, IAF o ILAC
Signatury of EA, TAF and AC Mutval Recognition Agreemenu

drca, 336 =20126 Milano (MI) | tel. +39 0266104876 | fax. +390’66101479lwwwltalcertitlItalcertsrl@Iegalﬁmil.it




IKIMA

articoli per laboralorio anflisi
disposable labware

www.idma.it

Messrs

"GBG-MLD" SRL
STR. TIGHINA 65
2001 CHISINAU
MOLDOVA

Piove di Sacco, 2§/02/2019

DISTRIBUTOR AGREEMENT

To whom it may céncern, we hereby declare that:

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

appoints “GBG-MLP” SRL — STR. TIGHINA 65. - 2001 CHISINAU -MOLDOVA

as authorized distfibutor of KIMA plastic labware products in the territory of MOLDOVA
|

GBG MLD has thd right to import and distribute KIMA plastic labware products,

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

The Distributor ddes not have any possibility to oblige the company KIMA sas with quantities or
delivery time ?s well as prices without prior written authorization from KIMA sas.
|

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

SR.L.
o Da Vinel, 22
35028 P D! SACCO (PD)
ParlitalVA 01466290283

KIMA S.r.l. - Via Leonardo dafVinci, 22 - Z.1. Tognana -135028 PIOVE DI SACCO (PD) italy - e-mail: info@kimayit - Cap. Soc. € 5(?.()00,00 R
Tel. +39 049 9719511 - Eax 439 049 9719542 - 9719543 - Registro Imprese Padova, Codice Fiscale e Parlita IVA 1466290283 - HEA PD 160069
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System Cartificotion in the waild.
1QNet is compased of more than 30 badies and counts
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ICIM
CERTIFICATO n.
CHRTIFICATE No.

51 CERTIFICA CHE IL SlSTEMAj DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OFERATED BY

KIMA S.R.L.

UNITA OPERATIVF | OPERATIVE UNITS

4264/4/C

Via Leonardo Da Vinc|, 22 - Zona Industjriale Tognana - 35028 Piove di Sacco (FD)
ltalia

E CANFORME ALLA NORMA /1S IN ;COMPLIANC‘E WITH THE STANDARD

UNI EN ISO 9001:2015

Sigtema di Gestione per la Qualita / Quality Management System
|

HER LE SEGUENTI ATTIVITA | FOR THE FOLLOWING ACTIVITIES

EA: 29

Commergializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
propette con vuoto predeterminato © aghi sterili.

Trading of the producls of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.

Refer o the documbnialion of the Quality Management System for defails of application (o refarence slandard requirements. .

I prasents cerlificato @ sogaetto f rspetto del documento ICIM “Regolamanto per |a cerlificazione del sistemi di gestiorie!  al relativo: Schema specilico.
The use and Ihe valldily of this certificate shall saliffy the requirements of the ICIM document "Rules for the cerification of company managemenl syslems” and specilic Schems.

Per informazioni puntua & aggiornate circa eventuali variazioni intervenule nello stato della cerlificaziane di cul 2l présente certificale,
si prega di contattare il n° telsfonico +39 02 725341 @ indirizzo.e-mail Info@icim.t.
For fimely dod updated informafian about any changes in the certification status referred to in this cérificale,
please conlact the number +39 02 725341 or email address info@icim. it

Riferirsi alla ducumentarne del Sistema di Gestione per la Qalita aziendale per l'applicabiiita del requisili délla norma di riferimenta,

Data emissione Emigsione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022

UL

ICIM|S.p.A.
Plazza Don Enrico Mapelli, 75 |- 20099 Sesto San Giovanni (M)
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Syutem Certification in the world.
1QNet is composed of more then 30 bodles and counts
over 150 subsidiarias all over the glabe,

ICIM

'TIFICATO n.
' TIFICATE No.

|
CERTIFICA CHE IL-SISTEMA DI GESTIONE PER LA QUALITA DI ‘
Y CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE | OPERATIVE UNITS

i 4265/4/C

8

22 . Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

ORME ALLA NORMA / 1S IN COMPLIANCE WITH THE STANDARD

| CEI EN ISO 13485:2016

Sistdna di Gestione per la Qualita | Qualifty Management System

PE

Commercij

terreni di coltura p
prove

Trading of the products

LE SEGUENTI ATTIVITA | FOR THE FOLLOWING ACTIVITIES
EA: 29

lizzazione di prodo’ztti del Gruppo: kit diagnostici,
r microbiologia, articoli in plastica per laboratorio analisi,
tte con vuoto predeterminato e aghi sterili.

of the Group: diaghostfc kits, culture media for microbiology,

plastic disposable labwaye, test tubes with predetermined vacuum and sterile needles.

Riferirsi alla documentazion del Slstema di Geslione per (a Qualitd aziendale per I'applicabilila dei requisil della norma di riferimento.
Refer to the dacumenthtion of the Qualily Managemen Syslem for details of applicalion fo reference slandard requirements.

Per informazioni pintuali e
8l
For timigfy and

Data emissione
First issue

18/01/2007

ACCREDIA X,

LENTESTALIANG DI ACCREITAMENTD | = %

SGQ N 004 A

Membro degll Accord| di Mutun Riconos)
Signatory of EA, TAF and ILAC Mutual Rec

bimento EA, 1AF e JLAC

aglamiale circa eventuali variazioni intervenute nell slato della cerlificazione di eui &l presents certificato,
prega di contattare i n° telefonico +39 02 725341 o indirlzzo e-mail info@icimit,

Lipdaled information about any changes in the cerfification slatus referred lo in this certificale,

please confact the number +39 02 725341 or email address info@icim.i.

Emissione corrente Data di scadenza
Current issug Expiring date
18/01/2019 17/01/2022
% U
ICIM S.p.A.
Piazza Don Enrico Mapell[;75 — 20099 Sesto San Giovanni (Mi)
www.icim.it

FEDERAZIONE

CISQ

www.clsq.corﬁ

cigq éla federazione Italisna d! Organisml di
Cerfificazions del slstem| di gestione aziendale.
CI50Q is the Ttalfan Federation af management

agnition Agreements system Certification Bodies.
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CERJl

MANIAGL:M

ENT SYSTEM
IFICATE

Ceptudukar N9

59878-2009-AQ-MCW-FINAS

HacToAwmrMm Y0

AO «TE

KybuHckas, a.7
196240

I "
faTa HauasnbHo cepTudmramn:

20 aerkabpa 2000

AencrsnrTenaH.:
21 vioHn 2018 ~ 31 aerycra 2021

cTOBEPSAETCA, YTO CMCTEMa MEHEeKMEHTa opraHmniaununi

PMO ®ULLEP CAMEHTUDUK »

3, nutep A, kopnyc 1, CaHkT-MeTtepbypr, Poccuitckas denepaumnsg,

6oina r|pv13H_aH;l COOTBETCTBYHOLWEN CTaHAapTy:

ISO 9001:

HacTtoawmn cep
NPOU3BOACT
ﬂVIAI'HOC'I"VI'-I

Mecto u gara: 1
Mocksa, 21 wioHa 201

iy GL BUSINES

015

fruukat felictenuTeneH ans cnegyouen obnactu:
BO ﬂOBATOPOB MUNETOYHbIX U CNEUNATIBHOTIO

ECKOIo NJIACTUKA.

OT BbINyCKAOWeEro opumcai

8 DNV GL - Business Assurance

Poccuickan depepauyns

o

S, o yvoo bide.

Al
FINAS

e M TR ERi

DNV GII_

TpexnpyAaHblA nepeynok 9, cTp. 2, Mocksd,

Cepren Mpy6nn
TNpencTaBuTe b PYKOBOACTBA

Firnish Accreditation Service
S601 (EN ISO/EC 17021)

bBopa Ha cepmwukaumo Aenagt AAHHbIA CemebuKaT HEAL’HCTEHTGJ'II:HHM
SHAURGHCE FIRLARD OY AB, Kelasatama 5, §2150 Repos, Fliking THL 4358 10 2892 4200,
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Date: March 18

Avantor Perforr
manufacturer o

vantor-

To whom this may concern
|

Letter of Authorization

2019

hance Materials Poland S.A., reg. No. 0000010108 who is an established
f Hematology- Reagents, Stains, Controls and Calibrators and products for

Histology locatéd at: |

Sowinskiego 11
44-101 Gliwice
Poland

herewith confirn

hs that;

.M Global Bio

arketing Group Moldova S.R.L

Republic of Moldova
MD-2001, Chisjnau

Tighina str| 65, [607 office

Tel (373 22 ) 549 120, 549 121

Fax (37322)5

is authorized to

7373

act as our distributor for our hematology/histology reagents and controls

(Products)|in Mpldova \

We declarc% tha
We declarq tha
(General Condit

we will supply the Products for the needs of tenders.
we will supply the Products for tenders with warranty as per the Avantor
ons of Sale.

Furthermore |.Nl Global Biomarketing Group is duly entitled to:

e Register, pi
e carry outth
these produ

The product sp
qualified for prg

In all the above
own account.
This autho‘rizati
1
Avantor Pérforr
Poland ‘

PN
oy

H van den :Berg
Marketing “rod
I

bmote, offer, negotiate prices and sell our Products in Moldova;
b required product training of the medical and technical personnel who will use
cts.

scialists of 1.M Global Biomarketing Group have been duly trained and are
viding all services in regards to consulting, sales, maintenance and training.

activities .M Global Biomarketing Group is acting in its own name and on its
bn letter is valid until about 1 year after date.

hance Materials S.A.

S

1

liIct Manager Diagnostics
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Certificate Qf Completion

This is to certify
Mr. Alexei Legun
?{agj? successfully completed

The techinical maintenance training cours

- On

Fully ﬁutomatz’c Blood Cell Counter

~S

POE-210

Particle(Blood Cel)Counter

PCE-170/PCE-170N

FHemoglobin meter

HE-200

-

4, 2005

-y

- (s




'BUREAU VERITAS

Certification

 Awarded to

Avantor:PerfOrm‘ahée'-’Mate’rial_s Poland S.A.
| ul Sowmskiego 11, 44 101 GLIWICE TRy |
i POLAND

- Bufeau Vetitas Certification cu:nts that the Managem(,nt 9\ stem 0
has been audited and found to be in ‘accordance with the re qulremg_ ;
' detailed below

mamgemem system standar

STANDARD

j-i'i-'.ISO 90001:2015

SCOPE OI' SUPI’LY

|

\ ra

‘ - SALES OF CHEMICAL SERVICLS AND CHEM[CAL PRODUCTS
| & INCLUDIN(J FINE CHEMICALS, ENNOBLED CHEMICALS, HIGH
b PURITY SOLVE NTS CHEMICAL SERVI(,E%AL @ ‘|

PRODUCTION AND TESTING OF CHEMI( AL PRODUCTS INCLUDING
FINE CHEMI( ALS, ENNOBLLD CHEMICA LS AND HIGH PdJRITY SOLVEbITS

Mm Gyele Start Dare: 15 September 201 8

|
|
|
_ I
fo be'lmﬂf/rmed satisfuctory aperation of 1he oi grmualzon ¥ ,\Ializ(gemem f )J/em ._:"!5
Geate is valid wntit: 14 September 2021 ' ‘

!

& L/mé r/m wm/.!mle validity p/ea:e coll: +48 22 349 04 00 : 52 ' |
e e —
‘.’bﬂ‘ f/{ll?ftc(lfloil regarding the scope of this certi jzmte and the applicability oj the /ﬂanﬂgemen/ er;t.em reqmn?mntx 'S
4y be ()/delllf’[i IJ/ mnm//mg the mgmumlsz “h : i { F CA

o~

|
POLsSkIE GiniRiite
ARREBYTALI

Lsine Da/e:_ :'2;9_Jun'é 20:18 i

i e
e

Certificate Number: PLO 08 875/ P '

pfa
ogal Technical Ma gfr

MANAGING CFVIC)E ADDRESS: Buren Ventas Poiska $p. 2w, ol Mgdalowa 4, 52796 Warszawa, Poland;
1RSING L'Jlfl*i't:}_'-. ADDRISS: Burean Veritas Dolske Sp. z aw, ul Agdalowa 4, 02-790 Waeszaws, Pohod | (17 |
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Diluid* Erma

Intended use

Diluid* Erha is a specially filtered, non-sterile blood diluting fluid for use in cell
counting gnd sizing.

The reagént is designed for automated instrumentation, capable to monitor a three-
part WBC|differential, based on the aperture impedance principle and electronically
adjusted tp operate at an osmolality of 330 £ 20 mOsm/kg. Diluid* Erma should be
used in cdmbination with CyMet* ERMA Il Diff and Lyzerglobin* PCE.
Summaryland principle

The reaggnt is used to dilute whole blood prior to counting and sizing of RBC, PLT
and WBC| Content of the reagent maintains stability of RBC, PLT and WBC during
counting.

Content: Diluid* Erma is water based and contains:

NaCl, NajSO., procaine HCI and preservatives in an inorganic buffer compound.
Warning &n i

Harmful if

swallowed. Avoid contact with eyes, skin and clothing.

There are
performan
performan

: Diluid* Erma is stable for three years at 18-30°C.

no visible deteriorations; otherwise the reagent shouldn’t give optimised
ce. The reagent can be used through out shelf life, giving optimised
ce. No guarantees to reagent performance are given after the expiry date.

!nﬁjrugﬂﬂgg for use ;
Diluid* Erha should be used undiluted according to instrument manufacturer's

instruction
Reagent 1

s for use and should be connected as listed in the Operators manual.
hay be used with Hypochlorite 0.5% or Proclean* as a cleaning agent.

Furthermdre reagent may be used with next lysing reagents: with CyMet* ERMA ||

Diff and L

Pack size

REF 3459

% Traciiems

r

Avar
Teud
Tel:
The
In Vi

18°C

zerglobin* PCE.

9020 Diluid* Erma 20 litres cubitainer

rk of Avantor™ Performance Materials - Deventer — The Netherlands

it (@

CE€IvD

tor™ Performance hMaterials

seweg 20 — 7418 AM Deventer — The Netherlands
31 (03570 887500

Hevices as mentioned in this sheet comply with the
ro Diagnostic Medical Device Directive 98179/EG

VERSION: 2011-08-12
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CyMet* Erma lll Diff

Lse

CyMet* Edma Il Diff is a specially filtered, non-sterile blood lysing reagent fluid for

use in cel

counting and sizing.

The reaggnt is designed for automated instrumentation, capable to monitor a three-

part WBC
Diff is alsd

differential, based on the aperture impedance principle. CyMet* Erma |l
used to analyse Hemoglobm by optical measurement. CyMet* Erma IlI

Diff should be used in combination with Diluid* ERMA.

Summm

|
and principle

The reag
RBC tore
WBC for ¢

Content:

Int is used prior to counting and sizing of WBC. The reagent stromatolysis
ease Hemoglobin prior to analyse it by optical measurement and modifies

ounting and sizing.

CyMet* Erma llI Diff is water based and contains:

Quaternat

y ammonium compounds and KCN (<0.1%).

Warning énd precautions

Harmful if

Storage

swallowed. Avoid contact with eyes, skin and clothing.

nd stability: CyMet* Erma |l Diff is stable for two years at 18-30°C.

Indicatio

s of deterioration

There are
performan
performar

no visible deteriora’Fions; otherwise the reagent shouldn’t give optimised

ce. The reagent can be used through out shelf life, giving optimised
ce. No guarantees to reagent performance are given after the expiry date.

lnstructians for use ‘
CyMet* Efma Il Diff should be used undiluted according to instrument

manufactt

rer's instructions for use and should be connected as listed in the

Operators{manual.

Reagent

hay be used with Proclean* And Hypochlorite 0.5% as a cleaning agent.

Furthermdre reagent may be used with Diluid* ERMA.

Pack sizel
REF 3460.0500 CyMet* Erma Il Diff 500 ml HDPE bottle
* Trademdrk of Avantor™ Performance Materials - Deventer — The Netherlands

301C

18‘90*

C€lvD

H Ava

Tel:

or™ Performance Materials

Teudseweq 20 — 7418 Al Deventer — The Metherlands

31 (0)570 687500

The Hevices as mentioned in this sheet comply with the
In Vifro Diagnostic KMedical Device Directive 98/79/EG

VERSION: 2011-08-12
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ProClean*

Intended juse _
ProClean] is a specially filtered, non-sterile cleaning fluid for use in cleaning of cell

counters.
The prodyct is designed for semi-automated and automated instrumentation, capable

to clean bjood diluting parts of the instrument.

Summary and principle
The reagant is used to clean blood diluting parts prior to remove cell fragments from
the instrurnent.

Content
ProClean is water based and contains:

Proteolyti¢ enzym, poly-oxy-ethylene-alkyl-alcohol, NaCl, Na,SO, and preservatives
in an inordanic buffer compound. ProClean Contains a purple inert dye.

Warning and precautions
Harmful iflswallowed. Avoid contact with eyes, skin and clothing.

Storage gnd stability
ProClean] is stable for two years at 18-30°C.

Indicatios of deterioration

There are|no visible deteriorations; otherwise the reagent shouldn't give optimised
performarjce. The reagent can be used through out shelf life, giving optimised
performar{ce. No guarantees to reagent performance are given after the expiry date.

Instructigns for use

ProClean should be used undiluted according to instrument manufacturer’s
instructiorfs for use and should be connected as listed in the Operators manual.
Reagent rhay be used with all kinds of Diluids* and CyMet's*.

Pack size
REF 3900 ProClean* 5 litres cubitainer

* Trademdrk of Avantor™ Performance Materials - Deventer — The Netherlands

30

wed € WD

° Avarfior™ Performance Maternals
“ Teudseweq 20 — 7418 Al Deventer — The Netherlands
Tel +31 {0)570 687500
The Hevices as mentioned in this sheet comply with the
In Vijro Diagnostic Medical Device Directive 98/79/£G

VERSION: 2011-08-12
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Hypochlorite 0.5%

Intended luse

Hypochlo]ite 0.5% is a specially filtered, non-sterile cleaning fluid for use in cleaning
of cell coynters. .

The reagdnt is designed for semi-automated and automated instrumentation, capable

to clean bjood diluting parts of the instrument.

Summany and principle
The reagdnt is used to clean blood diluting parts prior to remove cell fragments from
the instrumpent.

Content
Hypochloifite 0.5% is water based and contains:
Sodium hypochlorite (0.5% active chlorine) and poly-oxy-ethylene-alkyl-alcohol.

Warning gnd precautions
Harmful iflswallowed. Avoid contact with eyes, skin and clothing.

Storage ind stability
Hypochlo ite 0.5 % is stable for one year at 18-30°C.

Indications of deterioration

There are|no visible deteriorations; othervvlse the reagent shouldn'’t give optlmlsed
performarice. The reagent can be used through out shelf life, giving optlmlg;ed
performar|ce. No guarantees fo reagent performance are given after the expiry date.

Instructidns for use

Hypochlo%te 0.5% should be used undiluted according to instrument manufacturer S
instructior]s for use and should be connected as listed in the Operators manual
Reagent rhay be used with all kinds of Diluids* and CyMet's*.

Pack size
REF 3917,.1000 Hypochlorite 0.5% 1 liter bottle
REF 39175000 Hypochlorite 0.5% 5 liter bottle

* Trademgrk of Avantor™ Performance Materials - Deventer — The Netheljlands

aC

oA €

Avarftor™ Performance Materials
Teugseweg 20 — 7418 AM Deventer — The Netherlands
Tel: £31 (0)570 687500

' The Hevices as mentioned in this sheef comply with the
In Vilro Diagnostic Medical Device Directive 98/79/EG

VERSION: 2011-08-12




Hematology controls

Intended use
Clinical hematology laboratories req

J.T.Baker Parameter or Retic Cont

uire material for quality control.of automated,

|s are hematology controls forithese

semi-automated and manual proce*ures that measure whole blood parameters.

procedures. When handled like a p
calibrated and functioning instrume
expected range indicated on the as
Daily use of these controls provides

tient sample and assayed on a properly

t the control will provide values within the
ay sheet. |

quality control data to confirm the precision

and accuracy of instrument operatign.

Reagents
Parameter Controls contain stabilizi
fixed RBC's and or simulated WBC

td human RBC's, platelet comppnents and
s for partial differential analysis to simulate

WBC's, in a plasma like fluid with p§eservatives. ‘

Product no., pack size and open

Sce page 4

Instructions for use

a, Remove the control from the
room temperature (18 to 30°C)

b. Place the control on a mechan
to mix the control manually. Im
mixer.

iial stability

rigerator and allow vials to warm at

for 20 minutes before mixing.

Cal mixer for 20 minutes or follow next steps
hortant: do not place the vial on a Vortex-

¢. Hold the vial horizonially bethn the palms of the hands. Roll the vial back

and forth for 30 seconds and g
shaking. Continue to mix in this
uniformly suspended.

bubbles to disperse. Gently in

nily invert the vial 10 times. Avold vigorous
manner until the cells are completely and

rt the vial 10 times immediately before

d.  After mixing let the vial rest un‘}Jsturbed about 15 seconds to allow small air

sampling. Analyze the Gontrol
sample,
e. After sampling screw cap vials
free gauze and replace the cap
f.  Place vials back in the refrigers
controls, Store in upright positi

Storage and stability
Parameter Controls are to be store
this temperature, the Controls are g

Procedures

Instrument procedure: make dilutio
instructions for patient samples. Re
in use,
Manual procedure: reference methd
Controls. Refer to a manual of clinid

sing the same technique used for a patient

carefully wipe the vial ring and cap with lint-
immediately after cleaning.

tor within 30 minutes after measuring the

n.

upright at 2-8°C when not in use. Stored at
Laranteed stable untll the expiry date.

s and assay according to manufacturer's
er to assay values and range for the system

lds can be applied to 8 parameter and 3-Diff
fal laboratory procedures.

Expected results

derived from replicate analyses on

hole blood calibrated instrume:ntation as well

The mean assay values and standld deviation for each Parameter Control are

as by manual reference methods.
prior to its expiry date should be wit
listed represent estimates of instrun
parameter. Inter-laboratory variatiol

@ values obtained on Paramet‘er Controls
hin the expected range. The expected ranges
ent or inter-laboratory variation for each

is usually accounted for by instrument

calibration, maintenance and operafing technique or reagent brand. For this

reason, the assay values given are
absolute assays for calibration.

buide-numbers useful for contr;ol but are not

Values and expected ranges for insjruments not listed on the Assay Information

sheet must be established by the u
consecutive analyses will be perfori
each level to establish the assay m

Warning and precautions

er. It is recommended that at least 5
hed on a properly calibrated instrument for
an and standard deviation.

Warning: Potential bio hazardous

terial.

Parameter Controls are intendad sdely for IN VITRO diagnostic use by trained,
qualified personnel. Human blood cpmponents used in the Parameter Controls
were found to be non-reactive for HBsAg and antibody to HIV when tested with

Contrdle hématologique de référence

Usage indiqué

D00009%0
Version:| 12.0

Les laboratoires d'hématoiogie clinique ont/besoin de substances|pour des
contrdles de qualité de procédures automatiques, semi-automatiques et
manuelles qui mesurent tous les parametrgs du sang. !

Les sangs de contrble de J.T.Baker sont des contréles hématologiques de
référence pour ces procédures. S'il est manipulé comme un échantillon de

patient et analysé sur un appareil de mesu
de fonctionnement, le sang de contréle fou

& correctement étalonné et bon etat
nit des valeurs dans la fourchette

prévue telle que spécifiée par la fiche de test. L'utilisation journaliere de ces
sangs apporte des données de contréle qualité permettant de co firmer la
précision et 'exactitude des mesures faites! sur I'appareil. ‘

Réactifs

Les sangs de contrble contiennent des globules rouges humains stabilisés, des
plaquettes, des globules rouges modifiés ppur simuler les globulep blancs, des
globules blancs stabilisés combinés avec des cellules humaines madifiées de

taille bien déterminée, dans un fluide plasm

atigue avec des consa‘n/ateurs.

Références produits, conditionnements et stabilité des contrbles aprés

ouverture.
Voir page 4.

Mode d'emploi
a. Retirer les contrSles du réfrigérateur &

i z . ! I’y
laisser les échantillons se réchauffer

4 température ambiante (18 & 30°C) pendant 20 minutes avant de les

mélanger.

|
b. Placer les contrdles dans un mixeur aytomatique pendant 20/minutes ou
suivre I'étape suivante pour mélanger le contréle manuellemeént. Important
NE PAS PLACER CES ECHANTILLONS DANS UN MIXEUR‘ DE TYPE

VORTEX.
¢. Tenir I'échantilion horizontalement entr

e la paume des mains|-Le mélanger

en le retournant doucement 10 fois pendant 30 secondes. Evjter de secouer
vigoureusement. Continuer & mélanger de cette maniere jusqu'é ce que les
cellules soient complétement et uniformément en solution. |

d. Laisser ensuite I'échantilion se reposet

r pendant 15 secondes afin de

permettre aux bulles d'air de se disperser. Avant d'échantillonner, mélanger

doucement en retourner 10 fois I'echar
méme technique utilisée pour les écha
e. Aprés avoir prélevé 'échantillon dans |
essuyer avec précaution le tube et le

tillon. Analyser le contrdle avec la
ntillons du patient, |

es flacons avec un botichon & vis,
ouchon avec une servTette en papier

absorbant et remettre le bouchon immf:diatemem aprés nettdyage.

f.  L'échantillon ne doit pas rester plus de

30 minutes & l'extérieyr. Stocker

{'échantillon au réfrigérateur en position verticale. !

Conditions de conservation et stabilité
Les controles sanguins doivent étre conser
8°C.Conservés a cette température, les sa
leur date d'expiration.

Procédures

Procédure instrumentale: effectuer les dilut
des fabricants pour les échantillons de pati
écarts de I'appareil utilisé.

Procédure manuelle: les méthodes de réfé
de contrdle de 8 paramétrer et 3-diff. Se réf
laboratoire clinique.

és en position verticale entre 2-
gs de contrble sont stables jusqu'a
I

|
ons et procéder selon|les instructions
snts. Se référer aux valeurs et aux

I

ence peuvent s'appliquer aux sangs
érer 8 un manuel de procédures de

Résultats attendus

Les valeurs moyennes et les déviations standards indiquées sontfondées sur

des analyses obtenues a partir de méthodas de référence utilisan

des appareils

calibrés ou & partir de méthodes de référe ce utilisant des procédures
manuelles, sur tous les paramétres du sang. Les valeurs obtenues sur les sangs

de contrGle de paramétres antérieurement

la date d'expiration du produit

devraient étre & l'intérieur de lintervalle attendu. Les intervalles at‘lendus listés

représentent des estimations de variation entre laboratoires ou entre appareils

licensed reagents. No known test

thods can provide complete assurance that

products derived from human bloodjwill not transmit infectious diseases. Follow

the same pracautions as with patie|
vials. Do not inject or cansume by n
samples.

t samples when handling or disposing of
outh. Avoid direct mouth pipetting of

Avantor Performance Ma
Teugseweg 18 — 7418 A
Tel: +31 (0)570 687500

erials B.V.
Deventer — The Netherlands

Avantor.emea@avantormjaterials.com

The devices as mentioned In this in
Medical Devices Directive 98/78/EQ

4 VD

Bert comply with the In Vitro Diagnostic

Ce

pour chaque paramétre. La variation entre

la calibrage de linstrument, la maintenance
marque des réactifs. Pour cette raison, les

repéres nécessaires pour le contréle et ne

la calibration. Les valeurs et les intervalles

sont pas listés sur la feuille d'information de¢
Il est recommandé qu'au moins 5 analyses
appareillage correctement calibré pour cha
moyenne et I'écart type.

Danger et précautions d'emploi
Danger: substance biologique potentielleme
contrdle sont uniqguement prévus pour une
des personnes expérimentées et qualifiées

aboratoires est en gérjéral attribuée a
et la technigue d'exploitation ou ta
valeurs indiquées sont|des valeurs
sont pas des données abisolues pour
attendus pour les appareils qui ne
ivent étre déterminés}ar |'utilisateur,
consécutives soient effectuées sur un
nue catégorie de sang"afin d'établir la

=nt dangereuse. Les sangs de
utilisation en diagnostic in vitro par
Les composants de sang humain de

controle de paramétres ont subi un dépista
anti - VIH - 1, - 2 et anti VHC et les antigén

ge négatif concernant les anticorps
es HBS, mais deoivent cependant étre

manipulés comme des produits potenlie{lement infectieux. Suivre les mémes
précautions qu'avec des prélévements de sang humain lors de l'utilisation et du

rejet des échantillons, Ne pas injecter ni Ing
échantillons directement avec la bouche.

érer. Eviter de pipetter les

Page 1 of 4
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