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ObLuecTtso ¢ orpaHnyeHHoMn oTseTcTBeHHOCTbI0 «MEAUKAOH» 1272 7<>
Poccus Mockea ya.botanunyeckas, 35, OMPH 1027700153766 -
NPOU3BOANTEAL PEATEHTOB AAS Tchcd3y3M0/\oer1 (LoAnKAOHOB) B AMLe
reHepaAbHOro AupekTopa BukToposa H.A. OCbMLlMO/\bHO yAOCTOBEpPSET, YTO
dupma’ IM «GBG-MLD» SRL , pacnoAoxeHHas no aapecy : MD-2001 r
Knwmres, yaTuruHa , 65 ocb 607 , Pecny6AM|<d MoaaoBa , sBASIETCS
ODULNCIABHBIM AMCTpM6bIOTOpOM (QBTOPUSOBAHHBLIM AUASPOM) BCEit
MPoAYKLMK nponssoacTea OO0 «MEAMK/\OH» HO Bcem TeppPUTOPUN
PeCI"ly6/\MI(M Moasosa. ' ‘

M «GBG-MLD» SRL umeer MPCBO HA PACAPOCTPAHEHNE (PeaA3ALMIC),
MPOABIDKEHME (PEKAOMY)  Q TAIOKE MOAASIIKKY I'IPOAYKLI.MH BbiNyckaemMom
cbupmort - OO0 «MEAVKAOH» B Pecnybanike Moasosa.

IM «GBG-MLD»'SRL MMeeT npaso YHQCTBOBbTb oT UMeHUu cbupmsl OO0
«MeaninoH» B YQCTHBIX 1 [OCYAQPCTBEHHBIX TeHAepGX U TEM CAMBIM
AEMCTBOBATE KAK OOULIMAABHBIN NPEACTABUTEAb Ppupmsl ODO «MeAUKAOH» Ha
BCel Tepputopun Pecrybankm Moaaosa

OO0 «MeanKAOH» PACPOCTPAHSET CBOU MOAHBIE FARCHTM HA
MPOAYKLIMIO, MPOAGHHYIO copmoit  IM «GBG-MLD» SRL |,
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B npoBupky BHECTV 3 M TUMOMOBOIO peakTnsa, npunnteb 0,05 Mn chiBOPOTKN (nnasmbl), TLATENBHO
nepemelLaTe 1 HKyBuposaTh B TedeHne 30 MUHYT NPy KOMHaTHOW TemnepaType (+18-25°C).
HenocpeacTeeHHo nepea N3MepPEHVEM COLERKIMOE NPOBUPKM ellie|pas NepemeLLaTh U n3MepnTs
BENWUYMHY ONTMHYECKON NAOTHOCTU NPoBbl NPy AnuHE BomHbl 650 (630-690) Hv B KIOBETE C TONLMHOW
nornowatLLero ¢eeT cnosi 10 i 5 MM NpoTUB XornocTol Npobkl (TUMONOBOrO peakTuEa).

Benuyury UHTEHCHBHOCTH NOMYTHEHWS onpeaenuTh No KanuGpoBOYHOMY rpachuky.
MOCTPOEHUE KAITMEPOBOYHOIO NPA®UKA
[l NoCTPOEHUA kanMBPOBOYHOTO rpadhika BHeCT/ B NPOBUPKN pacTBOP CEPHOW KNCMOTbI 1

KanMBpPOBOYHYIO CyCreHauo cynbdaTta Gapus B KONUYECTBaX, ykasakHbix B Tabnvye 1.

Mpodsip=a Frafousn pacraop Kanvdpoeosuad Ejmsiiigl '

Py GRPHOH KNGNATL CYENeHINA FIOMYTRETHH,

0,1 monki, CynbfiaTa Gapud, S

[5lel AT e

1 4 50 1,50 S
2 3,00 3,00 10
3 1,50 4,50 15
4 : 5,00 20

Copepxumoe npoBUpoK TLUlaTenbHo nepemMellaTts U MHKybuposaTh B

TedeHne 30 MUHYT Mpy KOMHaTHOW

Temneparype (+18-25° C). HenocpeacTseHHO Nepes n3mMepeHnemM CoAepKMoe npobupok elle pas

nepemeLLaTh 1 U3MEPUTb BETUYUHbI ONTUYECKOA NIOTHOCTW NMPObH! |
KIOBETE C Tonmmloﬁnornomarome_ro ceet cnos 10 unm 5 mm NpPoTUB
pacTeopa cepHon kKnenoTtsl 0,1 mone/n).

YCNOBUA XPAHEHUA U SKCNNYATALUUN HABOPA
Habop AomKeH XpaHWTLCA B YNaKoBKe NPEAnpUATAS-U3roTOBUTENS T
BCEro cpoka rogHocTu. [lonyckaeTcs xpaHeHwe HabopoB Mnpu Temne
Cpok rogHocTn HaBopa — 2 roga.

TUMOSIOBLIN PEaKTUB MOXHO XPaHUTL NPy KOMHaTHO! Temneparype
Buae He Bonee 2 mecsueB. MNMpuUroToBnNeHHbIR pabounii pacTBop Cepk
xnopuga 6apus (48 MMonb/n) Nnocrne BCKPbITUA donakoHa MOXHO Xpa
(+18~25° C) B NNOTHO YKYyNopeHHOM Buae He Bonee 6 mecsiues. Kan
Bapust XxpaHeHWo He NOANEXUT.
TVUMOMOBLIA PEeaKkTUB UCMOMNB30BATEL NPU TeMNepaType He Huxe +18°
Ans NpUroToBMEHNA TMMOIOBOrO peakTuea W Ansa NpoBeaeHus npod
nocyay 6es cnefos CUHTETUHECKMX MOKLLUX CPEACTB, TaK Kak OHU
npeuunuraTa.

py AnnHe BonKbl 650 (630-690) Hm B
XonocTon npoBkl (paboyero

pv TemnepaTtype +2-8° C B TedeHwe
paTtype no +25° C He 6Gonee 5 cyTok,

+18-25° C) B NNOTHO YKYNOPEHHOM
Hoi knenoTol 0,1 Mons/n v PacTsop
HUTb MPU KOMHATHOW TemnepaType
NBPOBOYHARA CYCNeH3ns cynbdaTa

C.
5l HEODXOAUMO UCMOMB30RBATE HUCTYHO
PENATCTBYIOT Pa3BNTIIO

[Mpn NoNyYeHUN 3Ha4EHNIA UHTEHCUBHOCTM NOMYTHEHMA Bbiwe 20 eanHuL, S—H,s':aHénms'@pyeMbm;o._ﬁpa;seu

HeobxoAnmo paseecty 9 r/n pacTBOPOM XxNopuAaa HAaTPUA B COOTHOLEHUN 1:1,'tj~3 3TOPUTD aHanms /'

NONYYeHHbIN pesynbTaT YMHOXWUTL Ha 2.

Ecnn ncnonesyetcs nunemMudeckan (M3Ha4anbHO MyTHas) ChIBOPCTKA, TO B KAYECTBE KOHTPONLHON
(XxonocTon) ncnoribaytoT Npody, cogepxalyto 0,05 Mn CbIBOPOTKM KU 3 M O /N pacTBopa X10punaa HaTtpua.
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Letter of Authoriza

We, “'Dia.Pro Diagnostic Bioprobes S.r.l."” located at Vla G.
Giovanni (Milan) 20099, Italy, authorize

GLOBAL BIOMARKETING GROUP - MOLDOVA
Str. Tighina 65, Oficiu 607

MD-2001 CHISINAU

REP. MOLDOVA:

as our exclusive distributor for the territory of the Repuk
in various tenders with Dia.Pro ELISA products.

We, Dia.Proi Diagnostic Bioprobes S.r.l shall supply our distrik
GROUP = MOLDOVA:SRL with all products in strict compliance
Agreemient” ‘rev.0117 valid: until 31-Dec- 2020 with possmmt
between both parties for an additional period.

Dia.Pro Diagnostic Bioprobes S.r.l will grant the supply of a

natural expiry, of which a documental proof has to be provideg

GLOBAL BIOMARKETING GROUP - MOLDOVA SRL.

Sincerely yours,

‘0 Dlagncﬂstlc Bioprobes S.r.l.

Dia. P{
DIAPRO.
wa%i’ /"/ﬁ 0 BIAGNOSTIC BIOPROBES S.1l
Dr.ssa Fiorenza rS;cozzeSI
Legal Representatlve

Date: Milan)

tion

Carducci, Nr. 27 - Sesto San

SRL

\lic of Moldova, to participate

utor GLOBAL BIOMARKETING
with the existing “Distribution
/ of renewal upon agreement

| awarded tenders until their
d to Dia.Pro by the distributor

31-January-2018

DIA.PRQ Diagnostic Bioprobes S.1.1,

Sede fegale e lab.: Via G.Carducci, 27 - 20098 Sesto S.Giova

Tel, +39 02 27007161/6450 + Fax +39 02 44386771 + hitp:iwww.diapro,

Capitale sociale €50.000,00 LV. — P.IVA: 11924660159 ~ Reg. imp. 119246

nni (M1) — talia
it « E-mail: info@diapro.it
60159 — REA 1509959




Dia.Pro
Diagnhostic
BioProbes

Bt T

EC DECLARATION OF CONFORMITY

MANUFACTURER | DIA .PRO DIAGNOSTIC BIOPROBES SR L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANQ) — ITALY
PRODUCT HBs Ag one Version ULTRA
- CODES: SAGIULTRA.CE (192 tests)
SAGIULTRA.CE.96 (96 tests)
SAGIULTRA.CE.480 (480 tests)
SAGIULTRA.CE.960 (960 tests)
SAGIULTRA.CE.DB (192 tests)

CLASSIFICATION ANNEX IT - LIST A
CONFORMITY ASSESSMENT ROUTE' | ANNEX IV

~WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL

‘ DIRECTIVE 98/79/EC

FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318
(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTEM N°
E R 2003 12 0388 CT (in accordance with Annex IV —
except Section IV) pf the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318
o DESIGN CERTIFICATE N° 2008 12 0588 ED
RELEASED BY EC NOTIFIED BODY N° 0318
o UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY 'N° 0318

PLACE & DATE OF FIRST ISSUE MILANO -~ DECEMBER 2008
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MARCH 2018
EMISSION -

SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

Revi | 0372018

; DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (MI) ~ Italia
‘Tel, +39 02 27007161/6450 + Fax +39 02 44386771 » http://www.diapro.it «+ E-mail: info@diapro.it
Capitale 'sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959
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cincudlrenzn b ceringele UNIEN 1SO 9M12-UNICEL EN
46002 §i certificate TUY numdrul SHTO01T46

Acest test i Fust produs de firma DiuPro care

Reprezentant oficiol in Rc])uhliul Maldova ["GBG-
MLD" SRL Cllmnuu sore., Ty 'Ilmn 65, of. 607

3 : f Tear, 54- 91- 21 N 91 20 SJ 73-73

HBsAg one
versiunea ULTRA
Metodw imunoenzimatel (ELISA) gn‘nurn(iu o pitea penti'u
determinnren antigenului de'suprafagdi a Hepatitei B sau HBsAg
in plasma si serul dmun
Utilizat exelusiv dingnosticului yin vitro”

REF SAG1ULTRA.CE

96/192/480/960 Teste

DIA.PRO

Diagnostic Bioprobes Sil
Via G. Carducein ° 27
20099 Scsto San Giovanni
(Milano) - ltalia

Telefon +19 02 27007161
Fax +39 02 26007726
c-mail: info@diapro.il

miisaurd cu un eititor BLISA Intensitalea cnlorii bsie propoi(ionald cu cantitaten de 11BsAg prezentd in proba

Versiimed ULTRA usle deosebit de patrivit pentru sisteniele anlomate de sereening

st esle eapabild de a delecta *s* nangj

D. COMPONENTE .

Configuratia stndard c(\n(mu rkﬂbll\’l pentru o efeclug 192 1este il este aledluit din urmftourele cumpom.nlc

l Micvaplate  MICROFLA'
102,12 :mpur’ cile  goderi & acoperity cu anfi H13sA , anticompii monoclonali de soarcee purificnti prin afinitate,

)]\m.lll\.\ la " " i "d“ detenminante sisunt sigiline inir-un sac cu desicant

2 Cunlrulul HLLII(I\ CONIROL -

el Dl / Macon, Comrol pats de utilizare. Acesla conjine ser de caprd, L0mM @mpon fosfal pH 7,4 +- 0,

azidd §i 0,1% Kuthon GC drept conservenyi. Controlul negatii este codal de culoare galben pali

3 Contralul pozitiv CONTROL +

Ixd ol / Macan. Contral gatu de ntlizare de. Acesta eonline ser de caprs, HBsAg recombinant non infecpaas, 1010M

tanpon Tastal pll 7,4 +- 0,1, 0,02% sulfut de gentamicing §i 0,1% Kuthon GC co eonservanti. Conlrolul pozitiv este de

culoare verde eu eoduri

4 Calibraster CAl

n°° 2 NMacoane. Calibrator Tliofilizat Urmeazd a (i dizolvat en EIA apd de calitale raportal in elichetd. Conjine ser fetul

Dbovin, HBsAg recombinant non infeelions 6,5 U/ nl (1 Standardul 2 internationnl OMS pentru HBsAg, NIBSC cod

G0/588), 10 M ampon fostat pll 7,4 +/- 0,1, 0,02% gentamicina sulfat si 0,1% Kathon GC drept conservanii

Notiz Volumul necesur pentru a dizolva confinuml flaconubii poate vario de la lot La lot, Vi rugiut s foloyif

volttpind covect vaportat pe cticherd,

5. Wansh bulfer cencenteae WASHIBUF 20X

2x60 w1/ lucon. 20X solulic coneentratd, Dupa diluyre,solufia de spalare conjine 10 mM tapon fosfal pH 7,0 +/-0,2,

0.05% ['ween 20 §t 0,1% Kathon GC. i

G £azyme Cunjupate Diluent CONJ DIL

axl6ml/ fueon Ragent gatn de wlitizure codul de ¢uloare roz7/ ragic. Acesta confide 10 mM Tris lampon cu pH 6,8 +/-

0,1, 1% ser de soarcee nonial, 3% BSA, U,1% Katlon GC §1,02% sulfal de pentamicind drept conservanli, Solufia esle

i mod normal opalescentd

ye Conjupate CONJ 20X

251 ml/ Macon 20X reqetiv concenteal. Conling Pevoxidnza |reanului (HRP) marcal cu i anticorpi monoclonali de

ece L [3sAg, determinante "a" si "preS*, 10 mM Tris tampon pll 6,8 +- 0,1, 5% BSA, 0,1% Kalhon GC §i 0,02%

sulfit de gentamicind diept eonservanti,

8 Chrommgen /snbs(rate SUBS TMB

I3 Mieon: Acesta confine 50 mM citrat-fostl solujie timponata fa pll 3,5

mehl-benziding (M) i 0,02% peroxid de hidrogun (11202

Nati: Pentric u fi piastrate protjate de fuming cu fiind sensibile la ihiminare puternicd.

9 Sulphuric Acid 112804 O3

IX23ml 7 Bucan: Acy conline solujie 0.3 M 42804

Notd: Mengie: fritant (11315, 11319, P280, P302 + T3

P363)

10 Fulii de clunyare a pl

11, Praspectul: nl

Noti important: |

i cerere specified, [Hi Pro poals (s by 6,4, S Ay leste, usifel cu sunt mportate mal jos

vuplite: I S "o

i 1x2.0ml/ Nacon. IXL0.0mI Mncon, 1%20,0ml/ Mecon.

1x2.0ml/ ilacon 1X10 0w/ Nucon 1x20,0m}/ flacon,

19 Nicaime. 15 Nacoune, n° 10 Mucdane

IX60mI Nacon | 3x60mlf Nucon 4x130mY/ Nacon.

0,09% Na-

3,8, 4% dimetilsulloxid, 0,03% tulra-

P332 P313; P30S + P35] + P338; P337 + P313; P362 +

HEE

\ [N
| 2. Control neg
v ( ||||I|n|

| 1

3 Wash hull\:l concentrale
6 ey me Conjugate
Iinei

2x80mi/Nacon,
2xd.0 mlfacon
2x125ml/ Nacon:

| 2x40.0 miNacon
1x4.0 mbNacon
Ixdzml flzcon

1160 ml/acon
e Conjugate 1x0,8m/ Nacon
£ Cromogen/Subsiral 5 15250l Naeon

S Sulphyric Acld Ix15ml/Macon 2x40wl Macon 2x80mVilacon -
10 Foly de ctangare i n°2 o n°20
| il N\
(ST (M)
i - U0
e |"o60

HBsAp one versinnes L
A UTILIZARE

Metoda imunoenzinticsl{LISA) gencratia n patra pentru deferminaren antigenului de supro

H13sAg in plasma i sixi

0, INTRODUCERE
Orgnnizajin Mopdiald n

unn dintre cele maj iy
inflamatin fcatuh, ivr ¢ed mai frecventn cauza
Tl neesti virugi pol provhen o boala aculn cu

LTRA

a0 a Hepatita 1 san
e cnpabil 83

i jisn Kit-ul este destinat pentiu sereening-ul de unitfili ds ngee, ¢

cete mutiniii 1BsAR i glsesie aplicsis in wionitonizaren paciontii nfeelati cu IRV
W exclusty dgnoatpeatn i vitro™

Shnalati (OMS) defineste infcefin cu virusul heptitei B dup cun wrmeazi:"Uepalita B esie

i $i eate o grava prablema globala de sanatale publien. Tepalit Tnsenin
e infectin cu unul din ecle § virusuri, numile hopatita A, 13, C, 1) 51 &
mplame care durenza inai mulle siptamini, inelusiv colotaren i galben

hali ale omnes

a piclii §i o ochilor (jeter )| urinéi inchisa ln culoare; ohosenla extremnt; grea:d vinstituri § durere abdommala, Aeensta

poate durn mai malte lun
Virusul hepalilei B poale

il un an sa se sinid din now in forna
(e indieeyii cronice, in care pucicotul nu scapi dé virus st multi ani mai tarziu se dezvolla

leoin bapnticn s eanees de Neut.
HBYV esle‘ceu o majaris fopmi de heputita virala si singurul lip care cutizea<h hepalild cramed peniru care unvgeen este

disponibil. Yiresul hepatilei B oste (mnsmis prin eontiel cu sangs saalte Muide nle uner persoane mfeetite i ac

el v gi virusul o
100 de ori mai contngios
coprl I figeerel: (13
La nivel mondiud, cele i
coilluele de e cusnic, ey
Loli eopiii devin infecliti

de ransmitere este tilgit] fn aceste (an,

Tekented wnnne (HTV), vinsul eure provaacit SIDA. Cu toate neesten, HBV este de 50
i il de infi () perinatals (de In mami

aupiifé I capil do (ransinisic; () injeetii nesigare i tramsfirzii, (1) de contact sexval

i st de In reutilizaren uee si seringi nesterilizate Inmulte (iri in curs de dezvoltnre, aproape
u virusil Tn mulie (art industrinhzate (de Suropu de Vest si Amenca de Nord), madetal
wilerea it b stigasi s copit L copil

u reprezental piand lu o b din infeelii cronice, inainte en programele de vacennre a copitlor eu hepatita [1au tost

puse in nplicare,

Cu loate neesten, mijoritden mieafiilor inac
si copswmul de droguri b

nedicali deacein sunl i
el e ehspiindil b Tatiig
sunl, de asemenca, gasite
proxisutiv 5% sunt fiif

 (an sunt dobandite n tpul matintgin unenlon o achivitalen sesuali
I hepatitei 3 este prineipalul pericol 1a 1 nuajorilatea lnerdlorilor
Iransmiite prin -imente contmninute suu apd, 3 nuse poate

abiile. In plus, Virus
1 il Virusul ligpatitei B n
Inrv li tocul de iuned. Ratele ridicate ale infeclie craniee cu HHRY

I il sudice ale Lurapei Centrile si de st fn Orrentul Mijlaciu si sub-contineniul uaian
Lili cronie, Infectie este mai pulin freevente in Europa de Vest $i Amenica de Nord, o cazul

in care i putin de 1% ngaul bisfvclali cronic.
Copiii wici care devin inlpetale e HRY cel mai probabil se dezvoltu infecliv cronicd. Aproximativ 90% dintre copit

infeetali in timpul prisssk
dezvolla infectic cronich,

putsonngle enre devin infk i cronic in Gmpul eopilarici, Hopatita cronicd B In un

i de vinld i 30% piind ln $0% dintre copii infectuli intre virsta de 1 5i 4 ani se
Liseul de deces din ieal legale de HBV, enncer sau einoza este de aproximativ 25% peniru
pacien(ii (tuln)i cu medicamente

numite interferan sau kv uding, Le poate ajula la unii preienti. Pacienlilor eu cirozi hepatica sunt uncort .|dmumumc

transplaniuri, cu diferite gpnde de succes

vindece,

Vaceinul imnpolrivii haput
de vueein hepatic 13 au fis
b st fteminniseilo

curs de dezvoltare ceomich| jnfeefie in cuzul in care nu nu &

Lste preferubil de o preveni scenst honld cu vueein decdi penbiu a incerca

6h B re un record remarcabil de siguronid i ofi
| utilizute in intreagn lume, Vaseinul se ndiinistre
i, Studiile nu hrdlul eo vaceinol este du Y5%celic
nea infeeinte Inmulie @ in cue de la 8% pin

ilate. Din 1982, peste un milisrd de voze
it sub Torma e serii de lrer

W in prevenireu coptitor si dduljilor din
Ti 15%

din copiii au deven{ eroniy infeclate cu VI3, ratn de infeetic cronicd i fosl redus In mai putin de 1% in imunizale de

copii, Din 1991, OMS & efrut tuluror firilor s odauge vacein hepatitie B in proprumele lor nafionale de imunizare

Anligenul de suprafaia Higputits B siu HBsAg csle cou ol importnnta preleing din pachetul virusului hiepatitei B,

responsahil pentru hegutitfi virnki acula i cronicd, Antigenul de suprafali confin: determinant "a",

comund lilvror

sublipurilor virule

. onre se disting i prin doud ri dislinele (ay 1 ud)

Capacitinea de a detectn | ng prin metode imunoenzimatice sensibile ridicale in ultimii ani a condus Ta v inlelevere o

distributivi sale §i

In nivel wondial i pentru a reduce radicel riscul infeetic in franstuzie

C, PRINCIPIUL TESTULAN

Un amestee de anlicorpi mmclimali de sonrece

suprafaja mierogodeus
anlicorpi monoclonali de

deterinanl ei “a" 51 mpedrivapeeS? . Imunocomplexul Spes

lazu solida

ryilul primei clupi
Nt Be acuugs e
hidrolizat de conjuzntul |

E.MATERIALE NECE:

I Micropipete calibrate ¢
2. Apd destilatil (dublu dis
ulilizale ca dezinfeelani).

ecifici peniru determinen(it ", " 5i "y a LIFsAg esle fixat pe
ul 7 pinsma pacientului uga ta wmicrogoden impreunti cu i al doilea amssiee de

saireee, conjugat eu peroxiduza de hrenn (HIRP) i ¢ indreptal upolriva unui epitop diferital
¢, formal in prezentu 11BsAg in probi, este cuplicnl de

reuhire, mierogadeurile sunt spalule pentru a indeparta proleinele serice nelegale si HRP
e / subsirnt gi, in prezen(n imunocemplesula 11BsAg eupturat, substiatul incalor este
1P Jegal ce eolorenzd productul fimd. Dupa blocnren reactier enzimatice, deasituten aplici se

EARE DAR NEINCLUSE
Kdul, 100wl 5i S0ul) gi virfuri din plastic de unich folosingi
ilieth sau deionizald, tratid cu elicbune pentrua eliming wbslﬂnlulu chimice de oxida

3. Cranowetru cu un jiterfal de 60 minufe sau mai mull
4. Servejele absorbanle def hirtia,
5. Incubutor calibral pewirfy micropléci BLISA (uscut sauunied), capahil sa ofere o agitare Ta 1300 mm +/- 150, setatd I

+37°C

6. Cilitor calibral’ de suierfiplaei cu Jiltre 450nm (citire) si cu 620-630mn (blanenrc)

7. Spalftor calibbral jientr i microplac

R Apitalor Lip vorlex sau
I: ATENTIONARL §L

2 similure de mivare
ECAUTII

|_Trusa trebuie folositi sgaisnf de personaiil tehnie califica yi instrut in modul eorespunzator, sub suprasegherea

medicului responsabil de

2. Tn eazul in cure kit-nl e
1l fotr-un babarley ertdicat 1 ca

iz il

Biboraler.
= ulilizal peniru sereening-ul de unititi de inge si componeniele singuin
cal de cilre autoniatea nalionz 1 in aeest domeniu (Muisteral 84

¢, deesta iehune =i

dpne sy

ottt sinlard ) penten i efeelunacest Lip de analizé
3. Tol persomalul implicat fs efeclunrea (estulu trehuis s poarte haine de proteche de laborater, minug y1 ochelan De

evitnl folosirea oricirui difprsaitiv
ifbgicd, cum esle recomandat de Centrul pentru Conteal Rolilor din Allanta SUA yinieiisna
in publicalia Institutulul pafjinnal de Sanatate:

proceduri de sceurilate b

ed 1984

4: Tol personalul implicat fix manipularea probelor ar trebut s4 lie

i de ial (histuriuri), Tol personalul impheal trebuie msine in

culit (uce)

Securilnlea biolagica In | .aboralaarcle micrabiologee si bramedicale

cinal impoiriva VIR §i VHA, penlru care

vaceinele mmit dispenibile | sigure §i eliciente

5. Mediul de laborulor ar

wierobieni din aer, 1a deschidieren rusei de Macoane si micraplaci §i alunci cind este electy
“T[1B) de tumind puternicd si evilafi vihiatia suprafe(ei hancii pe

cromogenul / substratul {
6, Ehupslt preseaipiie, pist
T, Wu schimbali eontpomee
nu lie schimbate inlre ele

tybui s Tic controlal, astiel incil sa se evile contuninalit eum ar I7 praful sau ugenyt
testarea, Piotial

¢ clectucaza lestarca
b trusa la temperatnry de 2-82C intr-un refrigerator controlal s inli-v camerd rece

ihlele tniselor cu loturi diferite, Se reeomandfi i componeniele a dowd truse du acclig lot s

8§ Verifieali ca reuclivii supii limpezi gi nu conin prticule vizibile grele saiapregate. Daca nu, consallati

supraveghelonul de liha
i conluinaren
liceare probfi

10
lolasirea feedruin

Fi Nu folosifi trusa dupi
sludiu efeetuat pe un kil ol
pind la 6 luni,

12, Tratali wite moslrele
bivlogich, e eale reeat

Tl Nationa de SHjjplate: “Sccurilaten biologicd in |
/14, Biilizipen vaselor do uptied folosinid din plastic este recoutindala pentru prep;

stmnfenl degompinente

i

. e die
||L!I|I'\l }tr-] B ‘Jﬂ prin
|L'I||u

PPROBA: ]

i
et cifratdu, [T,

REPARAWE S| RECOMMANDARI . A
-84 FW,I‘:I\: reeabial i conditii nseptice prin venepunetie st plasnu sanseral esie prepatat prin fologirea whnieilon
reapese o prfibe

o et i inifin procedurile secesarn:
weignif intre ser/plasindi la probe, folosind vin Turi de tmied folasingd gi schimbandu-le dupd

itati contaminaren ferueigntll intre reactivit seturilor felosind varfuri de wnici folosmld st sehimbindu-le dupi

1 de expirare mentionati pe elichetele exteme (comainer primar) si inteme ((lacoane) Un
s nu a ardlal nicl o pierdere de activitate relevantd pind la 6 rewtilizari o seludu si de

i potential infeclioase. Toale mostrele de ser uman trehuie Tolosite la Nivelul 2 de secunitite
amdal de Centrul pentru Cantralul Bolilor, dm /\ll.mm SUA §i menliont n publicatia

1 §i feale”, ed 1984

ca solufici de spalane sau I

i alle containere ale altor slafii de lucru automals, peniru a evila contuminareq

[egelirite produss in dnpul wlilizirii cusei irebuie sa fie aruncate in confonnifale eu directivele nationals si legile
il egetirill de Inhon|ior nle substantelor chimice §i biologice fn spee:al, deseurile lichide generale din procedurile

de verificari §i de la probe trebuic s fic Iralale ca wateriule potenfial infeclionse 1
Jsactivare sugerale sunt tratale ¢u o coneentrnyic finala de 10% de inalbitor de uz casnic
ctivaren e edldurd in auloclavd ta 121 °C timp de 20 min
(rehnie sd (ic absorbile cu hirtic absorbunii inbibald ea indlhitor de we casnie si apoi cu api
pumeitl in containere adeevate desemmale pentru degeurile de laboralor £ spital
piniritant Tnenz de sevrgert, spalidi suprafingd eu api abundentd
iri gu\umu din [olosiren Im:u [AJL exemplu: varfur fwlosite pentru probe g1 verilicdn,

cn polenlial i si anmeate in conlormitate cu s lepile
b de taborator .

¢ pentiu analizele elinice de laboralar. L propararea probelog nu n fost bservai

o o dwparing




(i orice adaos de conservani a probe, mai nles azida de sodiu va eesl produs ehimic ar afeela activilatea
wizinsitied o conugill, generind mzoline (il e
1 Probede inlngy 25 fe elarid wificae priv) eodut sy fume, peatra m evile inlgrpretares grositd o rezulinelor
4, Drolbe | st vizibil hi IEpinicse™) Lrehube sl fio st deonfeda gle pot geneni
repilinie [
aruncaty denuncen ol o ereglere s nEablalelor b,

5 Serul g plasa pol £ plsiate ke #2585 g de eingi zile dupd caleetire, Pentn o perbiaudh i lungd di
phairare, probele pod (7 phatmie dock sinl Imehuluu: Bt =207 paenibrta edteva luni. Crive probe g leojaie i rebule
Taigehuar .f\il.mlmum et o sinpurd dotd deonrees pof genen particule coe ar pates slocts raebisil tesiului. Duch
pearticulzlie sum progende; ke ||nr||yl||'nm 1 20000 e iy dle 20 i s se (e utiiimd e 0,208 Al
Pentrw  curdtu probn pentru teslae:

1. PREPARAREA COVII"ONI:N’N LOR §I A" [FN'l IONART

Un studia electunt pe o trusd desehish nu o arftat vici o pierdere relevantd a aclivitatii de pand la 6 rewilizar sle
(l\A|!x|/|l|\‘\\|ll| i pind 6 lani

la temperuiury camerei (aproximuliv L ard).

indiciind un defeet lu Tabricalic. in nsest eaz,

Tninte de  deschide containerul, 1sigi micraplicu 81 s
Varilican dacfi deshidialiniul ou s-a tranafoninal in eulonrea verde nehis
ki wiginl clienli Din,Pro.

Stapurile selilizate rebuie reintroduse i punga don alininiu, eu deshidrutant fumizal, uehivate ermetic si péstrate by
+2°° R FL Alnei eiml sunt desehise prima ourd, henzile neulilizule sunl stabile piuid cind indicalorul de umiditate
dininteriorul deshidritintului se tnmstormd de b gilben la verde.

2 Negative control
Gula due utilizare, Se umey
3 Puzdlive control:
CGala e wtilizare: Se amesteed bine la vortex inainty de tilizare
Controlul nu conline [13Y infeetioasd, deoarece estw compust din 1TRsAg sintetic recombinunt
4 Calibrador

Se dizolvd ¢u ntentie eonpinutul lioliliz
amesteed hine L vorex inainte de il
5 Wush buller concentrate:
Tntregul confinul de 20 solutic concénlrtd (rsbuie i Te diluntd ewapd distlut pand v 1200ml i
pind la silinainte de wtilizore, Deomeee tnele cristale de sure pot fi prezente in Nicon, uveli grija si se dizolva lot
conjinutul atunei ednd se prgateste soluj

T tmpnl pregdtinn evitdi fornanéa spame, deoareze prezenta bulclor de aer ar putea ovea un impact asupra clicieniei

4 bine la Vortey inainte de wilizare

il facannlui Gu volum de api distilatd a rpora pe elichetu seestuin. Se
re Solitia w este stabild, Se depozitened . A se pasin n=20° ¢

cielurilar de spilare

Notiaz Odetd ditneid, sahuia de spalare este stabili timp oe | sapicmidng, la + 2.8° C.
. Enzgme conjugnte

Saalulin de Juens se preparit prif dihinnes 20xreactiy
Sa et bire pe wirles Fainie de uliliz
aidlirs, frraf sa mferabl, Doed asoast wlnnnnu\lﬁ trehuie sa fie frnsf;
Fobaeinth din phostie

M bd T et ndd
abnsed ednel il este (il Tn asodier eil ol instrinnento sai i, s difeenz 0,1 ml.de 20X Conjigete eu 1,9 m)
Cordugute Dilwnit fntr-un (acon din plastic de univa Talosin(d §i se umesteea cu alenfic inninte de ulilizare

7 Chrumogen / substeate: .

Gata de ntilizare. Se amesteed bine pand la end-over-epd inixare.

A se evitu conturimures lielidului cu elimicale oxilanie, praf smt microbi aerjeni, Nu s¢ expune Ja lingind pulernicd,
agenii osidanii si supriicle netalic
Ti cazul in gare aeeastd componentd trebuie s Tie ransterat wtilizali numni plastic, far in cuz daca ¢ pmmnmmpmndc
anied Tulosind,

ieentral By Conjugil
vl arice pompminare & lichibului cu substanle ehitnies de
ral, whikiangi numoi in recipfenta sturile do nnicd

As

Tifin e Tuerin i gate 38bild, A mcknll nuniee} vaslnnl pegesat pentry us.u\ itnten wilel. Ci exemplu

e wilizare, Seumesteed bine pe varex ininte de wliliznre
1315, 1319, P2HO, P02 + 252 P332+ P3E3PI0OS + PAST + P338 PAIT + PA1D; 362 + PAGD)

11315 - Provoad iritaten pielii : .

11319 - Provonci o irilare gravi 4 uchilor

Declaratii 1" de precautie:

1280 - Pwlali manusi de protee(ic / imbricminte de pratectic / de protuelic u ochilor / protee(ia efui,
P12 £ PA52 <IN CAZ DE CONFACT CU PIELEA spilali eu multa apd §i sdpun

7. Netal) meubitor! FLISA la +37 °C yi progdlili spalatorul A cu solulic du spiilure diluatd, in conformilale cu
instrueliunile producdiorulul. Setali coreel numdrul dz eicluri de spﬂlan. agn cum esle wenjioral lu validorca
iuistrumentyo in ulili culjusa

& Verilicali d orul ELISA este pomil siu asi v el va [7 pornil cel pulin en 20 de minute tnainle de n cili
9 Daci wilizfi o stajic de lneru avtomiizati, pomili, verificali setiirile §i asiguraii-va en utilizali protocolul corect ol
festulu

10, Verificali dued micropipetele sunt setate la volunul neeesar.

11 Ventiai ea (oate eclelalie echipamente sunt dispouibile si gata de a sc lolosi

12 [n caz de prableime, oprifi testul 5i consultugi supravegheiorul

M. PROCEDURA TESTULUI

Testal trebue v cleelueze in confounitale eu cecn e esle indical mni |
i penird toats probele uflate in tesiire, l
wtaniat:

120l 0 enre testl se efectueazd in mod automan cu un sistein ELISA, v& sugerfim sit se dispensa mai inld] 130 ul
contraale gi calibratorapoi toate prabete si o Gl 100 ul Euzywe Conjugate diluat

Pentu etapa du pre-spilare (unetul | din procedura de analizd) §i loale operalitle tinndtoare urmali mstrue{iunile
aperative rpoerate ma jos pentra estul manwal.

K¢ recomandd insisenl sd verilice dacd durata de tinmp intre dispensarea prinyei §i ultimei preba va (i caleulutd de cdlre
instrument 51 Tuate in considerare prin sminarca primei operulii de spalare in consecini

Test manin):
I Agezalinumarul negesar de stripuri is-suparial do plastic i spalaji-le o datd pentra a hidrati goduurile, dentifien cu
atenjie godetinile pantiu controale, calibrator §i probe

Not inspurtunta: Pre spalarea (| cielu: dispensarca a 350ul / goden de solufie do spatare + aspirafie) este fundamentula
pentru oblinerea unor rezultate Tiabile $i specifice, atitin- procedura manual eit $i in procedurile automate. Nu omile!
2 Lasali podeul A) poal in seapui de blancure,
3 Pipetcaza 15000 a controlului negutiv, in (riplic
rurmat e 130l din fiecare dintre probu

erifiva prezenta probelor fu gadeurile cu ochiu! liber (Exista o dileren|a de culoare marcald intre
aw prn citiren n 430 7 620, (probele prezintd valor OD mar mari decit 0, 100)

a exeeplin A1, ulilizal pentru operatiunile de

, avilnd prifd st menling acelagt timp de

150ul de Calibrator in duplicate i apai 150ul Control pozitiv in

aden gol si

plimy
5 Distnibue 100Ul Knzymatie Conjngate dilust in oate godeurile,
Blaneare

lnpartant: dvefi pripd 1 mn fie sé atingd suprafaje pevioard a godendui e vdrful pipetei edid conjugand este
distribint S-ar priva proditce o contaminare,

G Dupd adaugren de conjugat, verilicati
inenbeaza microplaca tiap de 120 minule |
Note laportante:

a. Seapaeile trebuse <@ fie sigitate e folie adeziva pentrit sigitare, numar atunei cind testl se efectueazd manual. Ni

4 culouriza probetor s-a schimbat de la galbui la roz 7 rogu sinpoi se
+37°¢ -

acoperifi stouptrile atunet cdnd se wtifizeazd fustusente avtomate 153081

b Ji cazul i care procedura se fecinenzd cir agitare, asigurafi-va despre tatie m fa secqivaica 1.3 ca altfel sar putea
procice o contuninare intra-goden:

7 Alunei cand prima ineubagie sa finisat, se spuld e microgodeuri dupa cum s-a deseris anterior (seefiwnea [ 4)
K Pipetgazd 200 4 Claomopen [ subiatrsle o tiate godemile, Al ncls.

Nath tmportanti; Noosmmeft ke hponind direetd patvenied desmece ar puten gennra an spived de s vidiear.
4. Tuewba i mieropkacn profejold de lumini la 18-24 * © timg do 30 oiin. Godaimle dispensate: cueontzol

poritiv calibmntorl g probebe gositive, se vt sehiniba dip longale Tn ol lesin

10 Plpetemen 100 jif de penl milfurid In iate godeartle penine e oprl neeiii engimati
it ea In et & Addugaren solutiel de weid s v fransforme confrolul e
ettt L polben § i,

11, Mo btensiinges culori solutien in Tense godew, dupi eun e deseresd inseciimea Lo, folosad w Glio o o
A5 {eltired f filiro 620-63 0w (ool acdidere, putgmic eeomandut), bluikind strumentul pe Al .|| -
Mateke generile b purtan e

folosind atuig secyentl dr{

e e uartet ol jax e micpo godeidad, direntele digitale ar patea genera false veewilate pagitive In ity
fver dretuiie 3 (e efvegant® in o foleed, imodial dupd nddigares Soluplel dv Siapare, dr ese ugaranid on ol W
i efe M0 ovinnite g Beoeer [igle uuno acidded e cravogen pof apdeea doeded & w fondal mod mare,

Fe e edtoned proshole il featad oo guni e sigeeengd owate sanan fost dopesitile cangelote, procedura de testiry
il dedammifanl, aniit gy cdd seesi eane malt pi gl senbild e rarraUc«VJrJ\:'k dlin ez
hemolizei, hpierlipemia, contamindyii bactoriene si microparfictdelor de fibring, Testi este efectuatd in doud elape, la
~ 27°C cu agitore la 330 vpn + 150 dupd cum wpreazd:

) dispensa 100 il de controate, calibraton 5i probe

e Bt il s

e, Vrobels confinfiod | rezid i \Ic [iberinl, s pranticalie gride sau Tilunems 5 cogpuri migrobiene inehme

tiv, ealibmiomul i probe |Jnml|\-o’_ﬁu1‘) :

! a3
el i e ool Weailip Jilias g st dispannd Dl aeiguinnli-vi o o ofe eftiee da 4500 anprenivl -ﬁ'xm.\ﬁk‘quw_ #

P332+ P13 - ineaz de b
P305 +PIS] + PII8- N
cateva niinute. Scoatefi le|
P337:+ P313 - Daca iritar
P362 + P363 - Sconte|i i
| INSTRUMENTE §1 1}
1. Micropipetele trehuie
(70% etanel, solulic 10%
proba sitk eomponite il
preciziv de 1% §i justelea
2. Inenbator ELISA el
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atlicoli per laboralorio analisi
disposable labware
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R SRR R U GBGAMLDY SRL
STR. TIGHINA 65

2001 CHISINAU
MOLDOVA

Piove di Sacco, 25/02/2019

DISTRIBUTOR AGREEMENT

To whom it may -cgncern. we hereby declare that:
Klf-\;’.lﬁ-t;as-—_'Via Le'onardﬁ Da Vingi 22 - 35028 piove di Sacco - (PD) - [TALY

appoints “GBG-MLD” SRL ~ 8TR. TIGHINA 65. - 2001 CHISINAU ~MOLDOVA

as a_-ut_hér_ized distributor of KIMA plastic labware products in the territory of MOLDOVA
GB&;‘:'MLD 535 thé right to import and distribute KIMA plastic labware products.

]

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

The Distributor does not have any possibility to 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 according to the market of the raw materials.

KIMA S.1.1, <Via Laonardo ta Vinci, 22 - Z.I. Tagnana - 35028 PIOVE DI SACCO (PD) Italy - e-mpll: info@kima.lt - Cap. Soc. € 50.000,00 I,
Tel, +39 049 974 9511 - Fax 439 049 0718542 - 9719543 - Registro Imprese Padova, Codice Fiscald e Partita IVA 01466290283 - REA PO 160069
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CERTIFICATO n.
CERTIFICATE No.

4264/4/C

1 SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI :
C WE HEREBV CERTIFY THAT THE QUALITY MANAGEMENTSYSTEM OPERATED 8y

KIMAS R.L.

UNITA OPERATIVE l OPERA TIVE UNITS

Vla Leonardo Da me 22 Zona Industrnale Tognana 35028 Plove d
[talia

E CONFORME ALLA NORMA/ 1S IN COMPLIANGE WI TH THE STANDARD

UNI EN ISO 9001 2015

Sistema di Gestlonje pe‘r la Quallta / Quality Management System

PER.LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29
Gommercializzazione di prodotti del Gruppo: kit diagnostici,

ClSQ is a member of

A PO
THE INTERNATIONAL: CLRTIFIC

www.|qnat-certification.com

IQNet, tha association of the warld’s first class
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terreni di coltura per microbiologia, articoli in plastica per laboratorio apalisi,

provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for mic robiology,

plastic disposable labware, test tubes with predetermined vacuum and ster
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CERTIFICATO N |
CERTIFICATE No.

3| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

. UNITA OPERATIVE / OPERATIVE UNITS

4265/4/C

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove d
: [talia

& GONFORME ALLA NORMA / 1S IN COMPLIANCE WITH THE STANDARD

"UNI CEI EN ISO 13485:2016

Sistema di‘Gastione per la Qualita / Qually Managemerit System
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio an
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for micr
plastic disposable labware, test tubes with predetermined vacuun and sterile

Rileirsi alla dosumaniariane del Sistema,di Gestione per s Qualita aziendals per 'applicabilita dei requisili della norma diriferimento.
Refar lo (he documanliilion of the Quality Management System for delails of application o reference standard requirements.
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For limely and updated informalion about any changes In the certification Sletus referred Io in this cerlificale,
| please contac! the number 39 02 725341 or email addréss ino@icim. i,
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APTACA spa.
Regione Monforte, 30 -14053 Canelli {Ash) ITALY
Tel: (+39) Q141 83.50.75 - Fax: [+39 0141 83.52.92

- |
1E TTEMS

OF ANAIYSIS

email inlo@aplaca.com
www.apldca.com - www.vacuaplaca. it

PLASTIC DISPOSAS

PIVA: 00862050960 - CodlFisc.: 07520900155 - REAB 1167248

TO WHOM IT MAY CONCERN
Letter-'of Authorization

We AFTAC}Q SIPA ',.with -h‘eéd offices a.nd plant located in :
Regione Monforte nr 30
14053 Canelli { At ) Italy
) (;cnfin_ﬁ that 1:f|1e. below Company :

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

: WWW ., gbg md
Ph_.-.‘ +373 22 54 91 20

U ia7a 22 54 91 21

Is authorized to prepare p[‘lce quotations, advertzsmg aCtIVltles, war ranty ser v!ce cfﬁérs,{ to ;mx Leu[mti,

in tenders and to sell our- whole range of pl oduct on exclusive basm in the tez:ltow of: MGI )AVIA.

This letter is valid until 3-31/12/2020 and m;ayb_e prolonged by mutual agr‘eement g

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

Veronica FERRARI

Export Manager

AFTACA SP

g, Monforte n,

Tel, 0141/8359?‘ ra. - Fax'(1141/835292
14053 CANELLI (AT)

CF. 07520900155 - pJ. 00862050960
Cod, Unlvoco: BUBM70N

Canelli 25/11/2019
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CERTIFICATO N°® 5055G

CERTIFICATE N* 50556Q03

Si certifica che Il
this s to certify that

Sistema di Gestione per la G

Quality Management System

messo in atto da
!m,c#ememed by

NUOVA APTACA S.r.l.

Via Monte Blanco, IT 20900 MONZA

nella Sede Operativa di
c:*peranve Yot

Reglone Monforte, 30 =1T14053 CANELL

. & conforme alla norma
{5 in Compﬂance with the stanclard

_UNIEN ISO 9001-2015 (SO 9001-2

per i seguenti Processi
com emning H e fa}fowmg kmds of Rf uces_ses

relievo di campioni biologici in-orifizi naturali e in
e ¢ fabbricazione di dispositivi medico d|agnost|c
‘ommercializzazione di dispositivi medici e diagn
Commercializzazione di articoli da labora
anuf?cfurmg and placing on the market of sterile mmponq

d in surgical field. Design and manufacturing of diagnostic
Warkez‘m 7} of frgedfc‘df and dragnastfc devices in; wtm Mar}(

Tinis Certificate shall satisty the reguirenents ;.mmma ik the: Rules for the corificativnin
ordanza tra le ingue utilizzate nella traduzione dal contenuto del presente certificate,
of discrapancy belveen the languag u:ehf.-n'fhn

L AMMJNISTRATORE DELEGATO -
MANAGING DIRECTOR

LS GO0

Dr. Ing ‘Roberto Cusolito ;

Data di Prima Emlssione ITALCERT
.. First fs.-rua Dare I TA!CEHT

2011--!0-30

ACCREDIA I

VENHE ITAVAND DEACCERDITALTNTO

SGYN® 034 PREN' 1330
SGEA N DI00 ISP N 756
IS K* 0RIC
I Aecordl di Huluo icaneschnanta A/ TAP.a ILAC

Hembre du
A, 1A% and ILAC Mutual Recognition Arements

Slipnalory o

H

ITALCERT S,r.l | Viale Sarca, 336 = 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479
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o di tamponi sterili
ambito chirurgico.

| per. laboraterl di.analisi.
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torio

for sampling of biological specimens
i rﬁedfcaf devices for laboratories
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o j(ER;_i_-,IFICATO N° 505DMO4
' CERTIFICATE N®SO50MO4 -
Si certifica che |l
this is to certify that
Sistema d| Gest|one per Ia Qualité

Quality Marmgemenr Systein

‘messo In atto da
implen mnreﬂ b y

NUOVA AP'I ACAS. r..l._

Vla Monte Bianco, 4—~ IT 20906 MONZA (MB)

nella Sede Operativa d1
Operative Unit

Reglone Monforte, 30 — IT 14053 CANELLI (AT)

econforme alla nerma i P ' -

.‘S in compliance - with the s!andafri [l b= T ¥

UNI CEI EN ISO 13485-2012 (ISO 13485-2003)
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-concefning the foﬂmwrg kindls of Proc ESSC‘S

Gestione della. fabbricaz:one e immissione in commercio di far'ﬁpo’ni sterill
‘per il prelievo dl cam'plom biologici in orifizi naturali'e n amblto chirurgico.
Progettazione 4 fabbncazmne di disposfcwz medfco d;agnost ci per. }aboratcn di analisi.

Commercializzazione di dispositivi medici e diagnostici in vitro.
Management of manufacturing and pfar:mg on the market of sterile tampons for sa‘rnpfmg} of biological specimens in
- natural erifice and in surgical field. Design and manufacturing of diagnostic medjcal devices for analysis J’dborr,rrunes
B 5 Markermg ofmed;caf and diggnostic d@wcas in witro.
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MIHICTEPCTBO OXOPOHH 3)1()POB"H VKPATHH
JepxanHe yKpaiHcbKe 06’ eaAHAHHS «JTositexmen»
Ukrainian State Assochiation Politekhmed

- ENornitexMen

‘Opra# 3 ortinky sigmosignocti «IYO «llomitexpesn

UA.TR. 101

SERTIFICATE ON CONFORMITE
Ne[UA.TR. 101-63-2016
Harra peectpauii 29.06.2016 p.
- Tepmin aif go 28.06.2021 p.

=

Tlpopyxuin - CKapmbiké'rop-cnﬂc
Production s
Kuaac norenuifizoro Ila

PHIHKY 33CTOCYBAHHNA
Classification of the Device

Binnosigae :s%moram TeXHIMHOr0 PerIaMEHTy WIDAC MGIHIHHX BHPOOIB, 3ATBEPIKEHOrO
Comply with Ur’ requirements TMoctanosoro KM Ykpainw sig 02,10.2013 p. Ne 753
Cepradikar sunannii ToBapucTso 3 06MesxeHoI0 BinoBigamkericTio “CneurexocnacTra’
Certificate is issued on 51921, Ouirponerposebka o6, M. Kam'sHekke,

| Bys1. Bacnieescbka, 122
Micue pipotunirea TosapucTso 3 06MexeHo0 Binnosiansnictio “CrienrexocHacrka’”
Place of production 51921, JluinponerpoBchka 00/, M. Kam’aHcbxe,

ByJ1. Bacuiseschbka, 122

\
1
Ceprudixar BL{.D,& HO OPraHoM 3 Jlepasnum yKpaiHehkuM o6 enapnuam «llonitexmem

ouinka sinnosinwoeri («AYO «llomirexmenn)

Certificate is issued by the Yxpaina, m. Kuis, 01010, syn. 1. Masenu, 10

conformity assessment body

Ha niacrasi OuiHKA Ta CXBATEHHS KOMIUTEKCHO! CHCTEMH YEPABIIHHA AKICTIO
Cn the grounds of srinHo 3 Hoxatkom 3 10 TeXHIHQTO perTaMeHTy MO0 MEANHUHHX

sipo6is. Ceprudikary signosizaoeri Ne UA.TR.101-04/CY-2015
Bia 30.09.2015 p. ra ipotokosis Bin 14.10.2015 p., 19.61.2016 p,,
08.02.2016 p.,03/15 Bix 14.10.15,[Ne 114 Bix 04,02.2016 p.,
anaTiTHYHOro JiMerka Ne 695 gin 20.05.2016 p.

Lleit ceprudikar posnoncioKYETECE THILKH HE-NPOIVKINIO, AKa HYneeHa B cepTHIKATI

Ienepaabnpii AuperTOp
YO «dTonirexmen»

@"O"I rexm ) .-"f'lﬁ@l"fm’)\i‘.ﬁaﬁi Auit wosep UASTR. W !

Cprait 3 oinky sUinoeinaoeti «AY O «llonitexmeny, e Hﬂmgl_Mj EPETEA CKOHOMIMHOrO pogBit

syn. 1, Masewn, 10, m. Kuis, 01010, Yxpaina Toprisi Ykpainn ein 20.05.2014p. Ne:579 W
qen.: (38044) 483168-07 _ ATecrar npo grpeantaliiio Haliorwrbaoro &y _muua 3

axpearawii Yipainn Na 10174 81, 1809281 5:p.

Uktrmicts ceprudixara BiAToBLIHOCT] MoKHA NepeniprTy B PeecTpi: hip: www.politekhmed.ua




MACHEREY- I&AGELGmbH & Cao.
Armtsgericht Diran, HRA 1164
GmbH amqal:agen beim Amispericht O

YO WHOM [T

This declaratio

We, MACHEREY

-are Original Mar

Our Authorized

for the above mx

"GBG-MLD"

Tighina str.65, office 607
- _I'\ifl_[)-'_.c’(]_().‘l_'-,Clﬂ:i'sinau,t _
Republic of Moldova

Explicitly, GBG-
manufactured b
gives no warran
GBG-MLD

This declaration
termination or @

Diren, 20.01.20
MACHEREY N/

QADQm

Filtration « Rapid Tests » Waid
Filtration « Schneliteste - VWass

MAY CONCERN

'1 ha_'s' been established for GBG-MLD Moldova

Y-NAGEL GMBH & CO KG, Neumann-Neander—Str 6-8,
ufacturers ‘of

Filtration products

Rapid Test products
MEDI-TEST products
Chroma tograph y products

’(Non-) Exclusive Distributor in Moldova
antioned products under MACHEREY—NAGEL brand isth

s_.a_..n..

MLD is allowed to take part and submit bids in official tend
y us in GBG-MLD's own name, risk and on their own acc

ly regarding the fulfiiment of any signed contracts or cond|

d

will remain valid up to 31.12.2020 and will automatically
<plratton notlce given, In no event shall this declaration b

..m B

SERE VS
EGGEL GMBH&éOfKG /fr}ﬁ

“'(f"

Dr..Chr:s-tos Ev
International S&

MACHEREY-NAGEL GimbH, Diran
. Gaeschattstihrarint C, Wagnher.

G - Neumana-Neander-Str, 5-8 ¢ §2355 Duren + Garmany + Tel.: +48 24 21 8680 - Fax: +43

ngelakakis | o
es Manager

Ust-ldhr,: DE 122277781 AT
firen, HRE'526  Banken: = Deulsche Bank AG, Diwen  (BLZ 305 700 81) 8020705 (IBBAN DEBES F da DEUTDEDKHBS]
2t ; Poslbank Kiln ©{BLZ 370 100 50) 22766-502  (IBAN DEQ4370100) 2 ot PRNKDEFF)
Commerzkank Diren (BLZ 395 400 §7) 4370300 (IBAN DERSIGEA00520437030000) (SWIFT-Code COBADEFFXXX)
Sparkasse Dlren (BLZ 396 501 10) 42300608 (IBAN DESBASS501100042300608) (SWIFT-Code SDUEDEIINKX)

¢ ‘Analysis- Chromatography - Bioanalysis
seranaiyvtik - Chromatographie - Bioanalytilc

52356D0ren, GERMANY,

& company

ers for the goods

ount, MACHEREY-NAGEL

tions granted by

nd this date without any
extended automatically.
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Beem zaur

. HacTtosuwmm, Mbi, komnains «HELENA LABORATORIES
‘«HELENA BIOSCIENCES EURQOPEY, ¢ UeHTpaNbHbIM 0du
South, .: Team Valley Trading Estate,
BenukobputaHvs, NoATEEPXKAEET, HTO!

MepecosaHHbIM uYaM

ABTOpU3aLUOHHOE NUCb

KomnaHus ''GBG-MLD" SRL, pecny6nuka Monposa, r.
ChisinauTighina, nom 65, oduc 607 sBnsoTCH ynonHomo

BCEN npol
Pecny6nuku

Komnanun "¢
BblLUE NEpeY

Hacrosiilee

Hara: 22/01/

phelﬁa

KUK KOMMaHUu

2020

«HELENA BIOSCIENCES
MongoBa ¥ aBTOpYM30BaHa NpUHUMaTL y4actue

5BG-MLD" SRL nmeeT npaso uMmnopTa, NpoAsH
VICNeHHON NPoAyKUMK Ha TeppuTopun PecnyGnu

nuceMo fdeitcTeuTenbHO Ao 31 aekabpsa 2020 ro.m,a.

Binagienin

Phone +4
Email: " d

I

cl

!
Helena Biosclences Eu

)
Quesnswey South, Team \.ﬂj:y Trading Estate,
Gateshsad, Tyne and Wear. |

Hotana Labersiories (UK Ltd trading 88

11914828462
(helena-biosciences.com

Tol +44 (0)191 482 8440

NE'11 08D, United Kingdom Fax +44 (0)191 482 8442

iania Biosolendes Hurops. Registersd In Bingland; 1786207, 160 13488

Gateshead, Ty

info@
WWW

MO

(UK) Ltd», Toprywas kak
com no agpecy: Queensway
ne & Wear, NEIl 0OSD,

WﬂuuHéB, MD-2001, ynuua
€HHbIMU AnCTpUBLIOTOPaMM
“UROPE» Ha Tepputopuu
BO BCEX TeHAepax.

MKEHUS N Npoaaku
Ku Mongoea.

helena-blosclences.com
nelena-blosclences.com
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QUALITY MANAC

This is to certify that:

Holds CertIficate Numbheg

and:operates_ a Quality
13485:2016 for the follg

The design,
biolegy prod
consumable

For and on behalf of BSI}

Original Registration Date

Latest Revision Date: 20

UKAS

Ma AGEM[NT
BYSTEN

003

icatewas issued eleciro
tranic cerfificate <8 be al
copies can be validated =

Inforration and C r.)ntact:.-,&SI, .t
BSI1 Assuranca UK Hirsited, regist
A Member of the BSI Group of Co

SEMENT SYSTEM.- ISO 13485: 2016 & EN

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Euro

Queensway South

Team Valley Trading Estate
- Gateshead

Tyne and Wear

‘NE11 0SD

United Kingdom

F MD 69326
Management System which complies with the requirement
wing scope:

manufacture, supply, servicing and repair of in-vitro diagn
ucts, immunochemistry products and medical laboratory ¢

=1

JS M J/&,-..'.

zate of Reglstratlon

ISO 13485:2016

pe

ostic devices, molecular
squipment and

Stewart Brain, Head of Compliance & R

+ 2002-10-25
18-11-28

Effec
Expir]

I

ically and remains the property of BSI & 45 bound by the sonditions of gor
[hentlcated online.
wwi Bisigroup.com/ ClentDirestory

ITIqu Court Davy Avenue, Knowlhlli th 1 Keynes MKS 8PP, Tel: + 44 345
dred in England undel number- 7805321 at 364 Chiswick Hight Road, London \
IS,

isk - Medical Devices

tive Date: 2018-04-14
y Date: 2021-04-13

Page: 1 of 2

180 9060
V4 4AL, UK.

By Rayal Charter

s of ISO 13485:2016 & EN ISO
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