AO «3KOnat»142530 MockoBckas 061, r.3JaeKkTporopek, yn.Byaennoro, a.1
e-mail: sekretar@ekolab.ru, CaiiT : www.ekolab.ru

Ten: (49643) 3-1374, 3-2311, paxce (49643) 3-3143 @ IKOab

HHH: 5035025076, KIIIL: 503501001

banxk noayuarean: I[IAO C6epdank Poccun r. Mocksa
B OpexoBo-3yesckom OCE Ne 1556/063

p/c 40702810040310124002

K/c 30101810400000000225

BUK 044525225

25.12.2023

ABTOPUBAILIMA AUCTPUBBIOTOPA

Axnmoneproe obmecteo «3OKOma6» (Poceus, 142530, MockoBckas 001.,
r.OnexkTporopek, yn.Bynennoro, a.1) Hacrosmum noareepxkaaeM , uto "SANMEDICO”SRL
(yn. KopoGusmy 7A, xB. 9, r. Kummunés, Pecnybnuxa Mongopa) sBngeTcs HaluMm
9KCKJIIO3UBHEIM AUCTPHOBIOTOPOM U IpeicTaBuTeneM B Pecnybnuke Monaosa U ocyLiecTBIsSeT
yuactHe ¢ npoxykuued AO «2KOnabd» B mpouenypax rocyJapcTBEHHBIX 3aKyINOK TOBapoB Ha
tepputopun Pecnybnuxu Mosgosa, OT CBOEro WMEHHM BEIET M[EePeroBOphl, MNpPEeCTaBISET
KOMMEpHEeCKHe NpeJI0KEeHH s, 3aKIII0UaeT COOTBETCTBYIOIHE JOTOBOPEL, @ TAKXKE OCYIIECTBIISET
TMOCTaRKM YKa3aHHOH! MPOAYKIME Ha TeppuTopuu Pecnybnuxu Mongosa.

[TomHOMOUHS 1O HACTOAIEMY aBTOPU3AIMOHHOMY MHCEMY HE MOTYT OBITH mepenaHsbl
APYTUM JTHIIAM.

Hactosmiee nuceMo meficTBHTENEHO ¢ MOMeHTa noAnucanus U 1o 31 gexabpsa 2024r.

I'eHepaneHBIN THPEKTOP

Digitally signed by Dolgopol Iulian
Date: 2024.07.11 13:09:50 EEST
Reason: MoldSign Signature
Location: Moldova
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N rd STED130-2017 vs. 01
—o EAOiab Declaration of Conforminy
Page: 1 0f2

DECLARATION OF CONFORMITY

1) Manufacturer (Name. department): JSC EKOlab

Adress: 1 Budennogo St., Elektrogorsk, Moscow region, 142530, Russia
2) European authorized representative: CEpartner4U BV,

Adress: Esdoornlaan 13, 3951DB Maarn, The Netherlands

(on product labels printed as:
CEpartner4U, Esdoornlaan 13, 3951DB Maarn, The Netherlands. www.cepartnerdu.com)

3) Product(s) (name, type or model/batch number, etc.):

| Rabbit plasma

4) The product(s) described above is in conformity with:

Title Document No.
in vitro Diagnostic Medical Devices 98/79/EC
Directive

5) Additional information (conformity procedure, Notified Body, CE certificate, etc.)

Conformity assessment procedure for CE marking: in vitro Diagnostic Medical
Devices Directive, Annex Il

Registration nr.: pending

Elektrogorsk, Russia; 2024-01-18
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i, Gashenk\& G’e,neral D@é}gr, JSC EKOlab
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(%) EKOlab

Declaration of Conforminy

STED130-2017 vs. 01

Page: 2 of 2

Appendix
Date: 2024-01-18

List of devices.

i te of
FGtaE iR Type/model/ref Risk Code: First g; =e

number class/rule EMDS/GMDN )

compliance

Rabbit plasma Low risk 15011290/0 2024-01-18




UHCTPYKUMA o
M0 MPUMEHEHMIO «MNA3MbI KPOMIMYBEN LIUTPATHOM CYXOM»

PY Ne ®CP 2008/03336 om 23 cenmsbps 2008 a.

[penapat npeactasnset cobol  NUOPUNN3MPOBAHHYKD  MNasMmy  KPOSMYbLO
UMTPaTHY0, MOMYYEHHYI W3 KPOBW KPOSMKOB, CMellaHHyl ¢ 5 % BOAHbIM PacTBOPOM
HaTPMS1 IMMOHHOKMUCIOTO B COOTHOLLEHUM 5:1. AMeeT B1A MENKONopucTon, peixnon, 6eno-
PO30BOW MacChbl.

HA3HAYEHUE
Buoosast naeHTMdmMKaLmMs CTadMIOKOKKOB B peakLmm nna3mokoarynaumu.

MEPbI MPEOQOCTOPOXHOCTH

[MoTeHUManbHbI PUCK NPUMEHeHNs Habopa — knacc 1.

Mepbl NpegocTopoXHocTW npu pabote ¢ Habopom — cobniogeHne "Tpasun
YCTPOMCTBA, TEXHUKN besonacHocTy, NPOW3BOACTBEHHOM caHuTapuu,
NPOTUBOANMOEMUYECKOrO PEXMMA W TNUYHOM TUrMEHbI Npu pabote B nabopaTopusx
(oToeneHusx, OTAenax)  CaHMTapHO-3NMAEMWONOMMYECKUX  YUYPEXOEHUA  CUCTEMbI
Munuctepctaa 3gpasooxpaHeHns CCCP" (Mocksa, 1981 r.).

WCCNEOYEMbIE MATEPWUAIbI

MccnenyembiM MaTepuanom Ans BbiSBIEHNS CTAadMNOKOKKOB CryXaT CMbIBbI C
obopyaoBaHus, NOBEPXHOCTEN CrieUnani3aMpoBaHHbIX NOMELLEHUN, NpeaHa3HAYEHHbIX Ans
paboTbl B YCIOBUSAX acENTUKN:
e 1ATONOTMYECKUIA MaTepuan (THOM, BblAeNeHNs CAN3UCTLIX 0B0NoYeEK, KPoBb,
MOKpOTa, MOu4a)
e MaTepuarn, NpeanonoX1TeNbHO MHPUUMPOBAHHLIA CTadUIIOKOKKaMU
e MaTepuar, BblAeNeHHbIN NPW KALIEYHbIX OTPABNEHUAX (PBOTHbIE MACChl, MPOMbIBHbIE
BOZbl, UCPAXHEHNS)

CnoCcoOBb NPUMEHEHUA
Conepxumoe nakoHa pacteopstoT B 5,0 Mn nsoToHndeckoro 0,9 % pacteopa
HaTpus xnopuga. [JonyckaeTcs xpaHeH1e pacTBOPEHHOIO NpenapaTa npu TemneparType ot
2 10 8 °C B TeyeHue 2 CyTOK.

[locTaHOBKa peakuum nnasMokoarynauuy: B Be CTepunbHbIe NPOOMPKK BHOCAT NO
0,5 mn passegeHHon 1:5 nnasmbl. B ogHoM npobupke CycneHampyoT 04HY NETH
ncenesyemon KynbTypbl CTaghMNOKOKKa, BblpalleHHON Ha nuTaTeribHOM arape Asns
KynbTuBM1poBaHus MukpoopraHnamos (CIA) B TeyeHue (18+2) 4 npu Temnepatype (37+1)



2
°C. Bropas npobupka — KOHTposbHas (pa3BeaeHHas nnasma 6e3 KynbTypbl).Mpobupku
nomeLlatoT B Tepmoctart npu temneparype (37+1) °C.

YYET PE3YIIbTATOB

[TpoBOAMTCS BM3YasibHO. [10NOXUTENBHBIM PE3YNbTATOM PeakLmW CYMTAOT Hanuune
CBEPTLIBaHUA nnasmbl (0BpasoBaHue xeneobpasHoro cryctka nobon KOHCUCTEHUMK, OT
cnerka BsI3Koro o rycrtoro). [MpeaBapuTenbHbIN Y4eT pesynbTaToB Yepes 2- 3 yaca,
OKOHYaTenbHbIN - Yepes 18-24 yaca. OTCyTCTBME CBEPTLIBAHMSA NNa3Mbl HA NPOTSXKEHUN 24
YacoB paCLiEHNBAETCS KaK OTpUUATENbHbIA pe3ynbTat peakuun. B koHTponbHOM npobupke
N3MEHEHUS KOHCUCTEHLMW NNa3Mbl HE JOMKHO HabnodaThCs.

OGe3BpexuBaHne NpoBoasT 6% pacTBOPOM NEPEKUCH BOAOPOAa.

®OPMA BbIMYCKA
Bo conakonax no 1 mn. 10 dnakoHOB B KAPTOHHOW Nayke BMECTE C UHCTPYKLMEN MO
NpUMeHeHto 1 braHkom noTpebutensi.

CPOK rOAHOCTW.
Cpok rogHocTn — 2 roga
[Tpenapart ¢ UCTEKLIMM CPOKOM FOLHOCTU NMPUMEHEHUIO He MOLNEXMT.
XPAHEHUE U TPAHCITOPTUPOBAHUE

XpaHeHune

B ynakoBke npeanpusTua-u3rotoBuTens npu temnepatype ot 2 1o 8 °C B TeveHue
BCEro CpoKa rofgHoCTM.
TpaHcnopTupoBaHue

[pn Temnepatype o1 2 po 8 °C. [onyckaetcsd TpaHCNOPTUPOBAHWE MpU
Temnepatype ot 9 fo 25 °C B Teyenne 10 cyr.

ycnoBua OTnyCckKA
[ns yypexneHun 3apaBooxpaHeHus.

Mo BOMPOCaM, KaCarlWwmnmMmcda Ka4yeCcTBa npernapara, cnegyet 06pal.l.l,aTbCF| Nno agpecy

142530 MockoBckasi 0bn., r. dnektporopck, yn. byaenHoro, a. 1, 3AO "9KOnab6"; Ten.
(49643) 3-23-11, dakc (49643) 3-30-93 — otaen cbbiTa, (49643) 3-37-30 — OBTK

Oekabpb 2013 2.
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