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npHKa3oM Poc:4pasHa.a:opa

N! 8861 tlp/09 or 05 uor6pr 2009 r

I4HCTPYKIIII.9
t|on r4ro (Ha6opa peafeHroB Ant orpe.qeneHl'It fpynn

qetroBeKa cr4crelvl ABO, P*yc u Kell>
br aHTri-A, aHT[{-B, aHTr-AB, aHTI4-Al, aHTH-Acr,

aHrr4-D (lgC), aHrH-C cynep, aHTH-c cynep, allrH-EaH'rr4-D cyne
aHrl{-e cynep, aHr/-Kell cynep) ro
Tv 9398-l0l-5 1203590-2009

KJIOH aHTIt - A - n.rouottJroHaJlbHble

IgM) aHTHTeJra K aHTHTHY A;
IIo.r KJIOH aHTU - B - mouotcroHa.lbHbte

HTrrreJra (IgM) rc anrureuY Ill
IIor aHTr,r - AB - nrononJroHaJrbH[,Ie

rr{Tena (IgM) rc aurureuy AB )
Ty 9398-L01-51203590-2009

J\b

K Knaccy IgM, roropue Bbl3blBalor

ra A+B+ 3pr4Tpou,nroB. Peares'rtt se

ra6luue.

Pesylrrar pearcquu* c
UOJIIZI(JIOHOM

anru-A auru-B aurn-AB

I,lcc,.reAyer

npllHaA.
fpy

4ar Kpor

IE)K}{T K

[nex E

L,

0 0 0 Ofl)

+ 0 + A(II)
0 + + B(III)
+ T + AB(IV)

5. (Doprua BbInycKavwPtlra DDr rrJ Lr\4

I{orr.rxrout l BLlflycKa}orcfl s xlrArcofi +opye ao (trarouax-
Ka[eJIr,HHuax o6'ret,rov 5 r'r 10 rt,rn (1 xanlr gocraunher 0,05 -

aKTHBHocru, HecneqrlQrvHocrr, HapyueHHe uerlocr-uocru

QlaxoHa, Hatlr.l,:ae xllonbeB, acrexurnil cpoK roltHocru

peafeHTa. llpu cocrat,'leHilI4 peKnaMaulH npocHl\l yKa3arb

l[I pe4n punrne-u3 roroB nreJl b :

OOO <IVIEIIIKJIOH)'
127276, Mocrcea y.n. EoraHnvecran 35,

To.n. (499) 502-121/
w'ww.medf,clone. ru

[. HA3HAIIEHI4E
I-{o,rurcroHst A, Anrlr-B r,r An'rr,r-AB npeAHa3HaqeHbl AJrt

orrpeaeneH fpynn KpoB14 qeJIoBeKa cr4creMbl ABO e flptMblx
peaKI{Irtx .af rJlrorr4Haufl14.

2. OCHOBIIbIE CBOIZCTBA
r{KJroHoB Anrr-A, AHru-B u Anrn-AB

aJrbHbre auru-A, anra-B r,r aHru-AB aHTureJIa

npoAylll4 rereporr,r6p a4o M H bl M Iz KJr eroq | | bl M h ItAHl'z.-rM n.

LlonI4Kn
Ha ocHoBe

auru-A, asru-B z aura-AB H3roraBrl4Baerct

nbrypanbHbl x )KHAKocreil, KoHAIjL\Ho Hl4po BaH H blx

KIETKAM}I ueHTaMu aHTHTeJr. TexHororufl npou3BoAcrBa

peaFeHToB L{CKJrrOqaeT Bo3MO)I(HOCTb LrX KOHTaMUHaIInA [nn KoHrpont cnequQauHocru Hef 6xoAr'irvro

NATOFgHH AJ.rr qeJroBeKa BupycaMu, r,rcnoJIb3oBaTb craHAaprHbIe 3pI'ITpOql'{Tbl.

OHbI aHru-A, anru-B pr anru-AB coAepxl'lr

*3iuaron nnroc (+) o6osHaqeHo HanvqL7e arrrllorhHaFt,tu,

3HaKoM (0) - ee orcyrcrBile"- -_-J 
_-_

* {' OxoH.r areru uo ABO np}'IHaAJIexH ocrr yclraHaBr4Baerct

no pe3yrbraraM nepeKpecrHofo onpeAeneHafl: aHTHlleHoB A 14

B Ha epHrpouurax I.i H3oreMarrrrorl4HHHoB q cblBop9TKe.

4. KoHrpo.ns cneqnQnvuocrn peaKuHH 4rrflrcTf Hauhu

llpu nonoxareJlbHoM pe3yJl6Tare peaKqHH ?rrnrcTliHaLIHH 
co

BceM14 TpeMe IJ,oluxloHavra Heo6xo4r'ivo hpKrloq HTb

cnoHTaHHyto secnerlu$zqecrcyro afrrrlori'{Hauu}ci Hccre-

AyeM6lx 3pl4TpouuroB. ,{rr s'roro otreruafir$ ua n,rqcrcocrn I

(eprarpouzros) c nan,reti

Kpoer voktto oTHecrH K

oTcyTcTBt'IH affJ'IIpTuHauhH

M pacrBope.

HATHBHOU K H C KOHCepBaHTOM, B KpOBII oe3 KoHcepBaHTa, B

TOM rll4CJIe r,r3 naJIBIIa, OAHaKO CneAyeT yql4TblBaTb, qTo

A,'Ifl HaAexHoro pe3ynbrara rpe6yercr BblcoKat

KOHUeHTpa r 3pr4Tpor-lr4ToB. I4cnolrsye'rct MeroA nptMoi

2.2. rJOn
AHT14TEJ'IA.

coAepx14T

AIrr Bbrt

fpynnbr.

3. OfIP
3.1 On

f eNlaf l,'llOTl4

3.1. B ryH

6o,'rruofi xa

3.2. Pnaou

NtareHrxol
3.3. Pa:Hut

3.4. Ha6r
Bfi3yaJrLHO

Arrlrcrnga
HacTynaeT

i\'|lr H B

3pHTpOUHTa

AHTHfEHOB

3.5. Pesyn
noro)t(HTeJl

ocqilIL4 ec,'l

rc A+, B+
THTen Apyrux cnequ$rauxocrefi I npuueHterct

r4q aHTureHos A Ir B B 3pxTpolrl4Tax nlo6ofi

EHI4E AHTIIIEHOB CI4CTEMbI ABO
He aHTI4reHoB cllcreMbI ABO npoussoAl4Tct B

(0,05 ur) rroA coorBercrBytoulnM t4 Ha4.rrAcAMu.

c KanJrrMr,r uoJru.rKJroHoB HaHecl4Te no oAuoil

nrre HccneAyeuofi rcpoau (0,01-0,03 ur).
rIaIOqKaMIZ Ctvlemafre KpoBb c peafeHToM.

Lailte 3a xoAoM peaKIrI'tH c UoJIHKJIoHaMH

npl4 JrefKoM noKartaBaHl4lfl IIJlaHUeTa.
gplzrporrnroB c lloJ'rnKJIoHaMv o6uquo

nepBbre 3-5 cerc, Ho ua6lrcAeHl'Ie cneAyer secrr 3

6o,ree nos.[HeFo I]of BJIeHHq ar'rr]oruHar\vu c

11) coAeplKaruaMr cra6rre pa3HoBHAHocrI4

ulu B.
Tar peaKrrnvr e xaNAoil JlyHKe Moxer 6st'm

HbrM vilvl orpr{rlareJltHtIllt. lloloNurelsHul

artuq Ha nrocKocTI4.
H OAHOpa3OBO|O l4Jlr4 MHOfOpa3OBOfO nJIaHUIera

HAHCCTH rcroHlr aurz-A, asru-B n auru-AB no oAHoE



v Ho nplrr(a3oM Pocs4panHa4:opa

l\b 8 l-flpiO9 or 05 uoa6pr 2009 r

TIHCTPvKIII4'I
nphMeHeuuro <Ha6opa peareHToB .qnt onpeAeneHiltl

(l-loru
cynep, au'ru-D (lgG), aHrn-C cyilep, aHru-c cyaep'

E cynep, aHru-e cyrep, anrn-Kell cynep) no
Tv 9398-1 0 1 -5 1203590-2009

(I{o"'tn H aHTr{ - D cynep - MOHOKJIOHaJIT'HbIe

aHTHTeJIa (IgM) n aHrurenY D )
Tv 9398-101-51203590-2009

PY J\b (DCP 2009/06043 or 05.11.2009

N. HA3HAIIEHI{E

r(poB14 qe,'IoBeKa cllcreM ABO, Pesyc ra Kell>
sr asru-A. au'rn-B, auru-AB, arrrra-A1, auru-Acl,

Qulnororuuect(t4ii pacrBop (l ranrn) H noK?qarb nlaHLuer'

HecnerluQraqecKafl afrJllorvHaunfl AoJIXHa I4cTerHyrbi

3.2. Pearquq arI'JrrcTliHauHH B npool{pKax
3.2.1 .

nplrroroBl4 BoPe.

3.2.2. vl

Kan Jre r{oJIL{I(JloHa H 3pnrpolll4Tap Ho il B3BecH' TUIarer b Ho

CMEIIJATb.

MuKponflarbl BHecrn 0,05 rurn uoJILtKJ'IoHa, [4 0,05 rvlur 2%:o

cy cneH3t4Ll l,IccreAyeM bIX 3pI4TpOUt'{TO B B Q tl3 h onoF Hq ecKo N{

pac,TBope.

3.3.2 gepe: 45-60 vuu. uHrcy6auhn [pt4 KoMHarHoil

3p x qeJroBeKa B peaKqI'It4 npnltofr reMal'frlo-
TAHAL\VU

2. OCHOBHbIE CBOI4CIIBA

uo
B bI' BJIEH

2.r.
npoAyr{r,I

I4KJIOH AHrr.r-D cynep npeAHa3HaqeH Ant
q aHrhfeHa Rho(D) cncreMbl Pe:Yc ua

HoKJroHaJIbHbte qeroBeqecxt,te auru-D aHTftTeJIa

rorct rereporu6puAouuoft xreto'lHofi nnsuei.

UOJIUKnOH An'ru-D cynep coAepxrlr lgM
KOTOpETe Bbl3llBalor nptMylo aruroruHaqurc D*

uon AHrz-D cynep H3roraBJlaBaercs Ha ocHoBe

Kyn6rypa s Hofi xaAxocrl4, KoHAI,I quoHHpoBa H Hoii KrerKaMa-

npoAyue h aHTHTeJI. TexH ororuq npo'l3 BoAcrBa peareHTa

vct(,'Iroq BO3MO)KHOCTb et.o KoHTaM I,|HaUHU naTOleHHblMX

aJrt LleIo

2.2.
BHpycaMI4.

. Pearen'r He coAep)KI4T aHTI'ITeJI Apyfux
cnerlutpra

B 3paTpo
2.3.

uocteil u flpuMeHtercs Ant BElxBJreHaq aHrareua D
ax nrc6ofi fpynnbl.

cBq3I.{ c reM, qro IgM anrurela Ile Bbl3blBalor

afftl u HeKoropbIX o6pasqoe 3pl4Tpolll4ToB co

cra6osrl uusru D aHrureHoM (Du), o6pa:ult goHopcxofi

KpoBX, p6re npa r4ccrleAoBaHHu IIOJII'IX.JIOHOM Auru-
D cynep
Heo6xo4

H onpeAeneHbr rax D-o'rpaqarelb Hbte,

MO AOnOJTHHTeILHO TeCTI'IpOBarB C noMoulbfo

aHru-D HToB, coAep)Kaulnx lgG-aurHTeJIa ---

nor Hoft crrnoport<oh ulu MoHoKfloHaJrbHbtM aHTu-

D (IeG) afeHToM.

3. OIIPEnE,'IEHI{E AHTI{IIIHA

HATI,IBHO

KoHCepB

cfleAyeT

nflaHll-l

3.1.

Petynrrar orleHurb Bll3yaJlr'Ho no Haruqalo Hrl"l

to afrlrrcTaHarrHI,I. 9errag pearIIHn Hacrynaer

uHTaMH.

ceK. nocre cMeruuBaHVfl peafeHTa c 3pxrpo-
flpr.r ucrroJrt3oBaHuu 3prlrpouliroB e ertcoxofr

KOHUC H at'flllort'IHauut Hacrynaer 6lrcrpee'
Oxosqa
uepe: 3

sHrrfr pe:yllrar peaKIlI,tpr cneAyer yqxrblBarL

Ur I4KJIOH Anl,r-D cynep Mox(er 6lt'rs ncno,tsgosau
B peaK arfJrroruHal-Il4lr Ha nJ'IocKocrn, a npo6tapKax, B

Mr.rKpo Onpe.qe,renue aHTHreHa D npou:eo4l'lrcrl B

KpoBu c KoHcepBaHToM ulrLli B KpoBli 6es

B TOM qACIe B3'TO[ I43 nanbLIa, oAHaKO
6. Perc.naMaunq

yqr,lT6rBaTb, qTo I.nfl noJlyqeHl4t HaAex(HoFo

pe3ynb rpe6ye'rcn BblcoKafl KoHueHTpauht fpuTpouHToB'
or0yrcrBr.le aKTuBHocru, HecneuuSnvHocru,

3.1.

3.1, Pearcunq aFrJrrcTflHaqHn Ha nrocKocrl
B ayuxy oAHopa3oBoro HJII4 MHoropa3oBoro

HaHecr!{ 1 6onrI-ryro KanrIo peafeHTa (npunaepHo

0,1-0,0s n), I ualeHrxylo Kannlo uccle4yelrofr KpoBI'{ I4nlz

3p14Tpo l (0,01rrrn) 14 cMeuiarb.
9epe: 30 ceK. nocJle cMeuILJBaHr'tfl nraHuler

noKaq

3.1.

[ornxroHrt BblnycKa]oct s xlaAxofi $opl1e ao $rlaroHax-
KarreJrLHLJuax o6'seuotvt 5 uttu 10 rtu. OAHa kanlr cp'4ep>x71

0,05-0,1 rran. B xaqecrne K( HcepBaHTa flpnMeHreTcn a3ha

HanpaBIzTb Ha npeAnpaqrlze-u3foToBHTeJ'l 6.

flpeAn pnnrlte- lt3t'oroBureJl [, :

OOO (MEAIIKJIOH>,
121276, Mocrea y.n. Boraunveucan 35,

Tel. (499) 502-1214 www.mediclone.ru

fOAeH K IICflOJ']b3OBaHUH.:_ npll XQAH9HlrlU B XOJIOAH4T)HIIKe B

nepMeTI4qHO 3aKpblToM BHAe

IOJIHOCTI,I.

rlenocrHocrt4 Qnar<oHa, HarLrvue xronbeB' ncrerulltfr cpox

FollHocrH peareHTa. flpt'r coc'raaleHaI4 peKJlaMaul4u npocaM

yKa3arE, Aa'ry nonyqeHut, nocraBulnxa (ecnra Bst nfrnyuurt't

TOBap He or npoil3BoAwTerfl), HOMep Cepvu' n E,t, no

KotopblM peareHT npu3HaH HeroAHslM. flpocurr,t npi'rnoxlzrb

H, HO He nO3AHee, T.K. npu noAcE,lxaHHa KaIIJIH



no np

(l {onrxro
cyuep, aHTLI-

L{onuxroH
asruresa K
aflJrtoT

KOHCepBa

franEIl4,

uru ao6

(IIoru aHTrr - Kell cynep - MoHoKJroHaJIr,HbIe

HTHTeTIa (IgM) rc aurureHY K )
Tv 9398-101-51203s90-2009

J\b OCP 2009106043 or 05.11.2009

I. HA3IIAqEHI,IE
H'nz-Kell cynep [peAHa3HaqeHa AJlt BbIflBJIeH]'It

Kell) Ha 3pl,lrpoul'{Tax rleroBeKa B peaKqul't nprrrlotl

rr [i npr4MeHteTct B cepoJlorHqecKHx TeCTaX.

2. OCHOBHbIE CBOIZCTBA

2.1 . Moso r,H6re r{eJroBerlecKne aHTI4 - K (IgM) aHTI'ITera

rpoAyuHpy rereporu6pr.rAouuofi rle,roqHo:il nuuneil.

uonu Auru-Kell cynep H3roraBJ'Il4Baerot Ha ocHoBe

KyJrbTypa[b xr.rAKocrll, KoHAHIIuoH apoeaHHoi KJIeTKaMI4-

npoAy h aHTareJI. Texuororuq npou3BoAcrBa peareHTa

tzcK,'IloqaeT HOCTE CIO KOHTAMI{HAU]H NATOTEHHbIMI'I AJIS

q er o BeKa

2.2.UOn

ycaMu.

Anrra-Kell cynep coAep)Kvr atTurera,
oTHOC.flIIII-1eC K Knaccy IgM, rco'roprte Bbl3blBator affJ'Ilorullallulo
K'1-:purpo rog. PeareHr He coAep)Klzr aHTrreJI Apyrilx
cneuaSuv i.l vtnpuwear'erc.a Arr BbItBrteHI,lt aHTareHa K e

3phTpouuTa ,rro6oi rpynnbr.

I]OIIHK
OIIPEAEJIEHI4E AHTI,IIEHA KEI I

Asra- Kell cvrlep Mox(er 6ltrt ucnolr3oBaH B

peaKtlr.j h a JttoTtlHauilI4 Ha fiflocl(ocTli B rIJ.IAHtIIETE.

Onpeae,reH alTnrela K npofissoAarct B HarhBHoh KpoBl4 c

M, B KpoBr4 6es xoHcepeaHTa, B ToA{ qr'lcne ssxroh uz

cJIeAyerT yt{HTr,tBaTb, rlTO AJI' nOIyqeHHt

HaaexHot'o pe3ynbrara rpe6yerca BblcoKafl KoHlleHrpalrut

3pr.iTpoIII4T

3.1. B
HAHECI-JTE

Ky oAHOpa3OBOfO I,lJlI4 MHOfOpa3OBOfO nJlaHulera

Mn), oAHy

y 6onruryro KaflJIlo peafeHra (npauepHo 0,05 - 0'1

MaJreHbKylo KanJIto uccle4yeuroi KpoBu uru
(0,02-0,05 vrn) a cveuraE're.

L tlener 40 cex nocJre cMelxHBaHIzfl noKaqail're nnasrue'r.

3 .3. Peay ouenrzsafrre BH3VaJI6HO nO Harfiql4lo t4lru

orcyrcrBl.t lo af rJrlorl{HaqaH. OroH.ia'renluu fi pe:ylsrar peaKulzr'l

cneAyer vepe: 3 MLIH rocJle cMerrlunaHat pealeHTa c

3pHTporlr,ITa

3.4. IIpa xaHah KanJrll Moxer Ha6lro.q.arlcl
HecneqHOu Kar atfJrrorprHa\At a 3pfiTpoqhraMI.i

yBeJrHr.tt4Barb BpeMq pefucTpaquvHe cneay
peaKuHH.

3.5 K c coMl{r4TeJrbHofi peaxqnefi Mo)KFto no xcreLIeHHH 3

Qnsrororzvecr<ufi pacrnop (1 xanrrc) H noKaqarL,

llp eAn pulrue- H3 roro B llTeJIE' :

OOO <MEAI4KJIOH>,
127276, Mocrcsa y.l' Eoraunuecnan 35'
Te"n. (499) 502-1214
www. mediclone. ru

v Ho nplrKzBoM PocsApaoua4:opa

]$ 886 -flp/09 or 05 uor6pr 2009 r

I4HCTPvI{Ul4^s

ro <Ha6opa peafeHToB Anr onpeAenel{Ht fpynn KpoBH

qeJroBeKa cr4crer\a ABO, Pe:yc rz Kell>

nru-A, asru-8, an'ru-AB, anru-Al, aHrn-Acl, autu-D
(lgG), aurn-C cynep, aHrl{-c cynep, aurra-E cynep,

aHrr.r-e cynep, aHru-Kell cYneP) no

Tv 9398- I 0l-5 1203s90-2009

IIbIJIEBHAHA,I

kk, noerouy
pe3ynbTaTa

nJracrl4HKy. nequSr.tuecras afrruoru Hauufl r4cqe3 Her.
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M'rKPonPELlhnhrAurt4D
(Axrr'1|;

ycnoorR xpaHeHHt AxarHocnKyMa; (10-25)0 c

Aara tr3TorosneH[n 1 Hor6Pfl 2018 r'

cpox roAHocr!4 AuarHocrhKyMa nKpu no I Hotopt 2019 r'

AharHocrHKyM cooraercrayer ry PE 02906029'011'-98 il38' h 3

hHXeHep no xaqecrBy Kt4 - 
n'H' nonos

HaqanbHhK 6Tt( 6ft- H'A'cMe"kosa

leqlq'J

cEPr'fi lt 0111118

i ffi t 
3f, ll.i'ii t[H; ii I ii+[ lil3"'l' ;

;ii+: Bl;ilffi -[l-i rfi]'i;,;i'1,';" ,;
teuneparyput 4o :r-u

npo3paqHaq 6ecqserHaR' cnerKa
ai1:xan xuAxoctg

70*10

l;+:;': i3"T:1 gfl3lllfl il;,'R$-

coorB. ry

CoqT8, TY

coorB. TY

CooTB, TY

coorE, ry

1,1 AilT$TeH 
"(apAHor0nilHoEblI

1,2 PacrBoP xolhHa
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Bvrflx 14 c reMlr xe peafeHTaMH' qro Ir aganl'I3l4fyeMble

o6,pa:qu uoutl.
Ilepe4 il cnoJIt3oBaHpIeM QJraKoHLr c I{oH1-poJlbT{6IMH
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Vcfloeuq xpaHet{uq LI 3KcrlJryaraqIrH
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i:iltraticn . Rapicl Tosts 'WaterAnalysi.s ' Chi'omatography' Bl

Filtration , si:finellteste .wasseranaiy'iik .ehrr:tnatographie HJr:analytil<

O WHOrui IT MAY CONCERN

l'his declaratiion has been established for GBG'MLD Moldova

NC, MACHEREY.NAGEL GMBH & CO KG, NEUMAITN-NEANdET-StT, 6-8, 52355DUTEN, GERMANY,

are Original Manufacturers of

* Filtration products
o Rapid Test products

" MEDI-TESf producfs
, Chromatography products

Jur Authorize d / (Non)Exclusive Distributor in Moldova
for the above mentioned products; under MACHEREY-NAGEL brand, is the company

'.GBG.MLD" S.R.L.

Tighina str.65, office 607

MD-200'!,Chisinau,

Republic of Moldova

Duren, 25.02.2019
MACHEREY-NAGEL GMBH &

Dr, Christos Evang

Explicily GBG-IVLD is allowed to take part and submit bids in official tenders for the goods

manufa;tured by us in GBG-MLD's own name, risk and on theirown account. MACHEREY-NAGEL

gives no warranty regarding the fulfilment of any sigrred cr:ntracts or conditions granted by

GBG.MLD

This declaration will remain valid up to 31.12,2019 and willautomaticafly end this date without any

lermination or expiration notice glven. In no event sfrall this declaration be extended automatically

(&t.u*
lnternational Sales Mana

0analystsi
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CIS'Q isr a member of

SI CI.-RTIFICA CHE IL SISTEfuIA DI GESTIONE PER LA QUALITA DI

WE HEI?EBY CERIjFY THAT THE OLJALITY MANAGEMENI SYSIEM CIPEMTED BY

GFIUPPO VACUTEST KIMA
Sede / Head O/i?ce

Via detl'lndustria,12 - 35020 Arzergrande (PD) - ltalia

Unltd OPerative I OPerative Unils
,l[OrttiiuL rognana - 35028 Piove di Sacco (PD) - ltalia

MeUS s.r.i. - Via Leonardo da Vinci' 248 - 26 * 28 - Zo
MEUliiS'r'1.-Viadell'lndustria,2-16--3502OArzergrande(PD)-ltalia

f4oLL s.R.L. - Via L-eonaioo oa Virrci' 24A 'Zona lndustriale rosnani- 350:l8,lloYe,9::i::tllt^?) ,,'iil"'fiil;t"-}'i. 

"r::'L?;;;",,d; 

iin"i,zi-Zona rndustriare rog"nana - 35028li::19isacco (PD)- ltaria

i vAGUTEtIT Ktr\itA s.r.l. - Via deil,lndustria,12 - 35020 Arzergrando (PD) - ltalia

VACTJTEST KIMA S.r.l. via L. Da vlnci,22 Zona Industriale Tognana - 35o2il Piove rji Sacco (PD) - ltalia

CERTIFICATO n.

C:ER'TIFICATE IVO,

4261514

i couronMr ALLA NoRN4A i /s lN IIMPLIANCE wllH THE sl AIIDARD

UlNl CEI EN ISO 13485:2016
Sisterna di Gestione per la Qualita I Quality Managemont liyslem

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

labwarc lniecticln tnoulding of thermoplasllc rnatensts IOr tIteo6dt usvlLso

Riicfirsi aila docurenhzione det srstenra di Gestione per la ouatlta a:iendale per I applicobilita dei requisili.della nornra 0i riierimcnlo

Re[erlolher]ocunen[aliolo|theQuatity|vlanalemenlsyslen|ordc|ailsa|App|icaljonla|o[elencosla]fta|drequtrenDnB'

Pef intormazioni punluali e agoiorna e di cli al l)fesente certillcat0'

si piega di m it

Forlimelv aDd updale\l in lhis cedllcale'

nJ-oas

trtr

' ri.il.,in^iiiii *".r,ro'Ju i.-,oo*'
lww.iqnet'cerlif ication com

IQNet, the association of cle world's first ctass

ccttltlcatlon hodlelt. Is lhe lzrqest provtder o( mandgenenl

systeil cettllication ln lhE world'

IQNaf is comPotl(l of more than 30 bodies and counts

over l50 subsldldrles all over the globe

wv,ci6q,com

CI5Q e la l'edera?lone Ilallana dl Ofganitmi di

Certlflcazlone dei sl$temi di gestione azlendalo

CISQ ls the IElisn Federdtian of m.nagefi1ent
sYste m Cert i fication B od les

429

-
cl

>.:

<,)
1:

ii l'lembfq (iog i Ac.ordi dl l"1ul!o Ricono{ilnenLo EA, lAl' e IIAC

Slqnalofy of EA, IAt and llAC 14utual Recogni(ion Agreements

www,icinl iL



flr
CERIIFICATO n,

CERTIFICAIE No
426414

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER Lq QUALITA DI

I^IE HEREBY CERTIFY THAT THE QL]ALITY MANAGEMENI SYSIEM OPERATED BY

Sistema di Gestione per la Qualitd I Quality Managenent Stysten

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EiA: {zl - 29

Fiazza Don Enrico * 20099 Sesto San Giovanni (lll)

proqettaiione e produzionr: di prgvette con vuoto predeterminato ad uso prelievo ematico, liquidi biologicl e urine'

p,.^^',;':;;'; f"""ir" "". -i"-mnrctievi cJi sanoue. prooettazione e produzione di Holders (carnicie) per prelievo sottovuolo

o.

.,,,.'l.ll:,T ;;ffi;:'c**'.
tle use atld lte vatwlly

0,

rE IMFIAIIONAL OERTFICANON NflONK

www.iq nel'certlflcatitl n 
' 
com

IQNet, th. associatian of lhe woild's fi.sa tlass

certiflcatton bodles, ls the laryest provider of managemenl

SYstem cerilncation itt tht2 wodd,

lQNet i9 comPosed Dl motu than 30 bodies and Eounls

over l5o sttbsldldrlrs all (ve/ the 1lobe

clsQ a la Federazione Ilaliana di orqanlsmi di

CertiflcazlonE del slsi:ml di gestlo^e aliendale
clsQ ls the ltalian Fe<!Eration ol franagemenL

system CEt tificatlan EocJi Es'

=
O

o

wvrw icim il



articoli
di.spos

K!A @wffiper laboratorio analisi
Iabware

ma.it
Messrs

,C]BG-MLD" SRL
STFI. TIGHINA 65
2001 cHl{ilNAU
MOI-DOVA

DISTRIBUTOR AGREEMENT

it may concern, we hereby declare that:

sas - Via Leonardo Da Vinci 22 - 35028 piove di Sacco - (PD) - ITALY

NtS 
..GBG-MLD'SRL - STR.'TIGHINA 65.'2OOl CIIISINAU _MOLDOVA

as authorized distributor of KIMA plastic labware products in the territory of MoLDOVA

MLD has the right to imporl and distribute KIMA plastic labware products'

Tfjis Agreement ls valid one (2) years from the present date'

: Distributor does not have any possibility to oblige the company Klft{A sas with quantities

ivery time as well as prices without prior written authorizatlon from KIMA sas'

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

1(lt\4A S .1.

tet, +ss 

fr

- Via Leonardo da Vinci 22 - Z, .Tognana - 35028 PIOVE Dl SAcDo (PD) Italy - o-mail: inio@ t ma,it ' Cap, Soc € 50 000'00 l'v'

s 971gst1 - Fax +g9 049 97i9542"g71gs43 - Regrsfro lmprese Paciova, Godice Fiscdle e PaItta lvA 01466290283 " REA PD 16006s

s.R.l
\/|g



=qUTEST-
ffi@@TITDia

fabbricante

manufadurer

indirizzo
address

+39-O49.9720624

e dei prodotti
identificatian

ome commerciale
brand name

iflcazione del Prodotti
classification

luogo e data
place and date

firma
signature

vacutestkimail
DICHIARAZIONE DI CONFORMITA CE

EC DECLARATION OF CONFORMITY
conforme allAllegato III della Direttiva gSlTg/CE "Dispo.sitivi Medico-DlaOnafiql In.Vitro" e 1y'i'

accotdlng to nnnex m-oiiii airrrW" Sgi.g/ECo, "In Vftto Diagnostlc Medical Deviies" as amended

YA1UTEST KIIt'tA s,nl, - afticoti per laboratori analisi

disposable labware

Via delffndustria, 12
35020 Arzergran66' (PD) - Italia

+3e-o4g-sz2ot8z 0"o11;$i" i* info@vucutestkima.itfax
fax

sistema di prelievo di :cangue e altri liquidi biologici

mediante provette con vuoto predeterminato in plastica
*VACUTEST KIMA"'

.vAcuTEsT KIMA'| vacuum blood and biotogical liquids

collection tubes in Plastic'

*VACUTEST KIMA"
dispoeitivi diversi da quelll elencati nell'Allegato II della Direttiva 98l79lcE e s'm'i'

devices other then *oseieiioieid in Anneilt of the Dlrective 98/79'/EC as amended

Arzergrande, OTlAll?.OLs

Assicuratore Qualiti / Quality Manager

,- Giova
/ ' ' u!-{,*-ltsvv

VAC UT
Tel. +39

Si dichiara
la propria responsabiliti che tutti i dispositivi soprae disposizioni applicabili della Direttiva

geigtdr 
" 

i.i'i." oispoiiti'i In vitro"'

;ffiiea;;;,:,i,l"iJi5iir dela succrtara urreurva e comprovanre it risperto dei Requisiti

rrziali di cui all'Allegato I della Direttiva, d conservata a cura del Fabbricante

HerebY we declarc L:.-- ^.,,arE
our sole responsiblttty that the alsove mentionuA itriiui i"et the applicable provisions of the Directive 9B/79/EC

is amended on 'In Vitro Diagr ostic Medical Devices"'

All the supporting clocuments, as required by'Annex III, in orderto prove conformity to the Essential

Requirements ut iiit"O in Annex I, are retained under the premises of the Manufacturer

sTKlMAsrl-vacu,.rmrubes-viadeli'lfldi'l6tria,12-35020ARZrfiGFl,ANDE(PD)ltaty'e-mail:info@vaculestkimsii
,ssrigbrl tg72a6z+-Fax +r904997t9s43 lgTno,gr-n*g,'tri.r^oovricou.FisD.eP,runol+soigozao'BEAPu31 
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Capillary blood collection sYstem

Capillary blood collection GK

Capillary blood collection GK
It ionsists of a prepared test vessel and a prepared plastic end-to-end collection capillary with

stopper.
. Easy handling
. plastic capillary* with exact filling volume; complete inner surface prepared, unbreakable

. Collection vessel serves as oentrifugal vessel;prepared for all common tests

. Light protected, tinted vessels for bilirubin analyses
* with conformity certificate in accordance with the Weights and Measurement Regulations

Fill the capillary with capillary blood from a horizontal position.

After filling letihe blood flow into the vessel from a vertical position (shake out remaining blood)'

Remove the capillary, press on the attached stopper and mix or centrifuge'



Dipl.-lng, l. Munkler
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Disefio, fabricaci6n y
transporte y

molecular,

envases industriales.

in/ fronr the following sites

Pol. Ind, La Llana, Plaae:D.b,tiLvcUeda:1 -'081'91 Rubi (Barcelona)

9001:2015
For the followino activities

This certificale is valid front

29 November 2017 until 1 'l October 201 9,

lssLre / Certifierd sincr; October 2010,

Este certiflcado es v6lido desde

29 de noviembrede20lT hasta'l 1 de octubre de 20'19

Edici6n 7, (lertificado dr:sde octubre de 2010..
lif
l:,:

s li. 
'(;tRTlFlcAcl0f{

N' 05/C-SC001

SGS ICS lb6rica, Si.A. (Unipersonal)

C/Trerspadelne, 25, 2804it Madrid. Espana.

t 34 91 313 8115 f 34 91 313 81011 www.sgs,corn

Authorized by

DirecciSn cle Cedificaci6n

Page 1 of '1

Comercializaci6n de equipos

ffiffi



Certificado.,.

Pol.Ind.,Ld'

For the followino activities

Design, manufacture and sale of
consewation of samples fot:

biochemistry,
Commercialization of equipment

ini lrom lhe following sites

Pol. Ind. La Llana, Pl31i,Q,q \a,veiiieda 1,r0&191,Rubi(Barcelona)

i2015

This certificate is valid from

29 November 2017 until 1 1 October 201 9.

lssue 7. Certified since October 2010.

SGS ICS lb6rica, S,A. (UniPersonal)
C/Tft)spadefne, 29, 2804?- Madrid. Espaha.

t 34 91 313 8115 f 34 91 313 8102 www.sgs'com

Authorized by

Direccir5n de Certificacion

Page 1 ot 1

ffiffi



t ITALCERT

di

one

CERTIFICATO N" 5O5DMO5

Sistema

CERTIFICATE N' 5O5DMO5

Si certifica che il

tliis is to certifY thot

Gestioner per la Qualit)
Q Lt cl I i ty M ct n o g e nte n I SYs t e n)

messo in atto da
intplen'tented l:Y

NUOVA APTACA S.r:.1.

'Via Monte Bianco, 4 - lI 20900 MONZA (MB)

nella Sede OPer-ativa di
Operative Un[t

Regiorre Monforte, 30 - lT 14053 (:ANELLI (AT)

e conforrne alla norma
is itt cotttpliattce lvit/r lhP statfiut(l

uNt cEl EN lso 13485-2016 (lSO 13485:2016)

per i seguenti Processi
concet ning the followinq kittds o{ Processes

Data di Deliberb
Deliberatton D1te'

.. 20'19-01-04

Markr,tting ol medicul and d[aqnostic de'vices in vitro'

ll presente Certificato e soggetto al rispetto delle condizioni stabilite dai Regolamenti per'la certificazione in vigore applicabili,

I hts (.c, ltlicaia ttidl! tilitL, ilp reiiltiirri,nts litaitlilherl il lha Rlle5 lo! li1.! .!!tlilic(lian !, iof.P <tpPii.ablc

In caso di discorclanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana

T,AMMINISTRATORE DELEGATO

MAI\AGING DIRECTOR ''
I n ? /' 0nl, {}rJo (-ta-'& {

n",^llr^-n^,*n ar rcnlitrrl. ll19. r\vvsl lv survrrLv

data di Ptima Emissione ITALCERT Data di Rinnovo

i:[rst lsstte Dal:e lA'LCEnl Rene',yal Do'te . ..

2011-10-30 2011-10-30

14eilrb.o deerr Ac.ord 
"' 

t"""?"i 

^L'"'i*'^."," 
*, ,nt 

" '*'signarary oi EA, tAF a^d luc ilrttal tie@ntttan AtrcemE\ls

jViale sarca, 336-,20126 Milano (Ml) ltel. +39 0266104876 lfax. +39 0266101479lwww.italcert,it litalcertsrl(0legalmail it

Data di Scadenza
Expit oilon Date

2020-10-29



ITALGERT

CERTIFICATO NO 5O5SGQO3
CERTIFICATE N" 5055GQO3

Si certifica chre il
thls is to cet tify that

Gestione per la Qualitb
Qu a I i ty hl a n 

"tgs 
ntert t SYs te n

messo in atto da
. inPlentented b1t

NUOVA APTACA S.r.l.

Via Mrrnte Bianco, 4'-1I20900 MONZA (MB)

nella Sede OPerativa rji
OPerauve Unrl

Regione Monforte, 30 - lT 14053 CANELLI (AT)

i conforme alla norrna
is in conpliaitce with the standard

uNl tN lso 9001-2015 (lso 900:l'2015)

per i seguenti Processi
concerning the follon'ing kincls of Processes

Gestione della:fabbricazione ed imrnissione in ccrmmercio di tamponi sterili

per il prelievo di campioni biologici in orifizi naturali e.in ambito chirurqico'

progettazione e fabbricazir:ne di dispositivi medico diagnostici per laboratori di analisi,

Crcm mercia lizzazione di dispositivi rned ici e di a g nostici. i n :vitro'

C om m erci a lizzazione d i a rti col i d a I a b o rato r i o

Manl,qentent of the.ntanutactrtring apd ptlacing ctn the ntarket ctf sterile tanrpons fol sampling of biologkal specimens

ili naturat orifice anrJ ttn surgiial lielcl, Design ancl rtanufacturing af diaghoslc medlcal devices for laboratorres

of analysis, Marketing of rnerlical artcl diagnostic devices in vitro. tvlaiketing of laboratory artick:s

tl prur.ntu Certificato a roggotto al rispetto delle condizioni stabilite dai Regolamenti p,ei Ia ceiiificazione in vigore applicabili,

fhis firriicate shall sttisiy thc reqLiireneDts cst;t,blatiel h tlt-" Rules lor llie cEtli/i.Jlatl itt f.ilac )ltplknble'

ln caso di diicordanza lra lc liirgue utllizzate nell;1 rrilduzione del ionten0to del presentc celtificato, [are riferimento alla lingua italiana

h1r,1se:c[o'isc.ePd]1c;y[any4"'nthc'lan9ulqtsuset|iithctHi||at!ano|ttl

L'AM M I N ISTRATORE DELEGATO
IV I I\ N A G / 1",/ G D I R L. C T O R

( 0 t^u'4r-r
W--^aI' l-*^z{-'d o

Dr, Ing. f:loberto Cusolito

Emissione Data dl Prima Etnissione ITALCERT :. ' Data di Rinnovo Data di Scadenza

Date. Ftrst lssue Date,tTALCERT Rertea+tl Date t'Yltintion DaLo

23 2011"10-30 2017-.10-30 20'20"10:29

rlanbro d€err 
^,.:l;Tt?J,:" 

R(onascmonb EA, rtr r rr^c
stgn.tory oi EA, IMaAd l^c llultal Rcqgn\ion Agt4ntet)ts

.1,,1 Vlalesarca,336-2-0,t26Milano(Mt) ltel.+39026610487(i lfax.+390266101479lwww,italcert.itlitalcertsrl@logalmail'it

Sistema di

29

sGQ il" 02rA PnD Nr 12?6
sc^ N! o2o0 l5F Nn 0758
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oOO'tMrxuMsAi', 24't 5?0, Poccttfi cxaq (DeAepaqnR, spnI cran o6nacr b,

Spnncxrii paftonr c. Cynonego, yfl" lllocce**as' 17 A

Ten. (4&32) S2-97"97,92-24-52,'$3, "55, '56, '57, '58' '60' -61, '62
Mxoroxatanuxslfr nouep - 8-800'1 0848-32
O axc {4832 } 92-24-54, 92-24-6$ r S2'24-61

Grsaturstt n*tcpaE tFlrl ]AHH 3234007127 www"mlnimed.ru e.m aill Inlo@mlnlmed,ru

Per+rcrparr.roll{oe y.s,oc.roBepel{t{e ffs @CP 2008/03361 or l9-08.2015 r.

flacnoPr

CO3-uerP nP-3
Ty 9443-s09-528? 6351-2008

l. Ili*snaqerlnc

Ilpe'n*rlra,relt Jurrr onpept:Jre;iltf c.Kopogrr ocaJlaltllfl: ?pl{rl:toltllTol} lrp}t orc"l'tl}lBanr.lH c:ra6llxH3l{PoBafinoil

2. Ocnott ur"le'l'sx fl It $esfi lre xap ilfi r"$lne'I'l{x*r

I. ['a6{pr.r"rtu,lii parrnrcp - 208 x 197 x 70 nu. Maoca tle fitulec - 0,6 rr.

2. I')r'lnyoxterctt ll /IByx Kor\rtlrleKf t[lltx;
- Cor;L,an KoNrtrlexra Ne l : ruui{rru} CO)-rr,rerp IlP-3/l - I st'r.. ttpo$ru t)e:J}tl{Qt}l,tc - 20 til,
- Coc,mn Koil:urjrcKra Ns2: n1r1riln CO3-r"rer1r Ilp-3/l - I urr., rtpo$tn pei|frl{t}ts6te - 20 ttt'r.. t]llllsflia
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C ( Registrotion Certif icote

s is to certify that, in accordance with the In Vitro Diagnost]c Medical Device

ective g}./glE}, Emergo Europe agrees to per-form all duties and

ibilities as the Authorized Representati've for

ERMA Inc'
2-31 -O Yushima, BunkYo'ktl

r"r.y:Lllfoo34

stipulated and demanded by the aforementioned Directive' The Dutch

mpetent Authorities have reteived the In Vitro Diagnostic Medical Device

gistrations on the following dates:

21 September 2007
See attached Product listing

Ernergo Europe Registration Number: NL/GA01/601 529

e Manufacturer has provlded Emergo Furope with the appropriate

rclaration(s) of Conformity confirming that the In Vitro Diagnostic Medical

vices tultill'the applicable requirements of Directive 98/79/EC'

September 2007

van de Zande
resident & CEO
mergo Europe
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sbur9, Russian Federation , 19624D

Management SYstem standard :
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NG PR,ODUCTS AND SPECIAL

e and date: For the issuinq offlce:
DNV GL - Business Assurance
Trekhprudny per' 9 build. 2' offlce 406,
Moscow, Russlan F€deration

5, G r.-c* ]uri>r(l

21 June 2018

Serguei Groublne
Pl ana gement ReP resentative
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