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: 2024.05.07 15:01:55 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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"’Jssocﬂ‘
Ercrporo /




(%) 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




() EKOlab

HNHcTpykuus mo npuMe He HUIO
«Il1azma KpoM4bsi HUTPATHASI CyXas

c € IVD REF 52.01 STERILE W

100

“ 3A0 «9KOnab ) - CEpartner4U B.V.,
yi. bynennoro, 1.1 ESDOORNLAAN 13,
I. DJIEKTPOTOpPCK, 3951 DB MAARN,
MockoBckast 001., THE NETHERLANDS
Poccus
142530
Kat Ne 52.01

IlnazMa KpoIMY b HUTPATHAS CyXas

(n1A peaknMM MJIa3MOKOATYJIS IIHH)

Hasznayenue

Ilna3ma KpoJMYbs HUTPATHAsI cyXasl MCIOJB3YIOTCS Ul KAYeCTBEHHOTO ONPEIEICHUS
HaTOTeHHOCTH CTA(UIIOKOKKOB C MTOMOIIBIO C IOMOIIBIO PEAKIMH IJIa3MOKOATYIISIIUHU B
npoOupke

KPATKHI OB30P U OIIUCAHUE

Wnentudukanuss  cTaQuIOKOKKOB  OCHOBaHA HAa  MHKPOCKOIIMYECKOM  HCCIICOBAaHUU,
MOp(hOJIOTMH  KOJIOHUH, a TakKe XapaKTepUCTHUKaX KyJIbTypl U  OMOXMMHYECKHUX
xapakreprcTrukax. CTadrIOKOKKH, CBsi3aHHBIE ¢ ocTpoil nHdekuuei (Staphylococcus aureus —
y mopaeit; S. intermedius u S. hyiCUS — y >XMBOTHBIX) CIIOCOOHBI BBI3BIBATh CBEPTHIBAHHE
miaa3Mbl. Hambosiee MMPOKO HCMONMB3yeMbId W OOMIENPUHATHIA KPUTEPUH HIACHTH(PUKAITUT
JMAHHBIX MMAaTOTEHHBIX MHKPOOPTaHW3MOB OCHOBAaH Ha MPUCYTCTBUH (EPMEHTa KOArynaas3bl.
CrocoOHocTh MHKpoopranu3moB Staphylococcus BeipaOaTeiBaTh Koarynasy Obliia BIIEpPBBIC
otkpeiTa JIE6oMm (Loeb) B 1903 r.

Koarynaza cBsi3piBaeT (GMOpPUHOTEH TIa3Mbl, BBI3BIBASI AITIIOTHHAIIUIO MHUKPOOPTAaHU3MOB HIIH
CBepThIBaHUE IIa3Mbl. Bo3MokHO oOpa3oBaHue JBYX BHJIOB Koaryiasbl: CBOOOAHAs U
cBszaHHas. CBoOoaHas Koarymaza — O3TO BHEKICTOYHBIM ¢epMeHT, o0Opa3yemblii Mpu
KYJIbTUBUPOBAHUM MHKpoopraHusma B OynboHe. CBs3aHHasl Koaryjasa, U3BECTHas TaKKe Kak
(dakTop CIMMaHMs, OCTACTCS MPUKPEINICHHOW K KIETOYHOM CTEeHKE MHUKpoopraHusMma. TecT B
npoOupke MO3BOJSIET OOHAPYXKHUTh NMPUCYTCTBHUE KaK CBS3aHHOMW, TaK U CBOOOJHON Koaryiasbl.
KyneTypbl, He BbIpabaThiBatonme (akTop CIWMAaHUs, TODKHBI OBITH MPOTECTUPOBAHBI HA
CrocoOHOCTh BhIpA0aThIBaTh BHEKIETOUHYIO (CBOOOIHYIO) KOarysasy.

[Inasma Kponuubs MUTpaTHas JUIS pEaKuy MJIa3MOKOATyJISALMM  PEKOMEHAYeTCs s
BBITIOJTHEHUSI TIPAMOTO TecTa B npoOupke. IloceB, HConb3yeMblil Uil TECTUPOBAHMS, JOJKEH
ObITh YHUCTBIM, IIOCKOJBbKY IPUMECH MOTYT TPUBECTH K JIOKHBIM pe3yiabTaTaM I[oclie
MPOJIOJIKUTENIbHON NHKYOAIUH.

MNPUHLUUIIBI METOJAUKHA
Meron ocHOBaH Ha o0Opa3oBaHMM (Koarynsiuu) (uOpHHOBOrO cryctka u3 (uOpuHOreHa

UTPATHOM IJIa3MBbl IO IeHCTBUEM (pepMEHTa MJIa3MOKOAaryia3bl MaTOTEHHBIX CTA(PHIOKOKKOB.

Bepcusn 1 ot 23.08.2008
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HNHcTpykuus mo npuMe He HUIO
«Il1azma KpoM4bsi HUTPATHASI CyXas

Tect B mpoOHpKe BBHIMOJNHSETCS IMYyTeM J00aBJICHHS CYTOYHON KyJIbTYpbl B MPOOHPKY C
UTPATHOU TIa3MoM, pa3BeneHHon 0,9% pactBopoM HaTpus ximopuaa 15 ¢ mepeMenmBaHuEM.
[Mpobupka uHkyoupyercs npu temmneparype 37 °C. @opMUpOBaHUE CTYCTKA IIa3MbI YKa3bIBAET
Ha BBIPaOOTKY KOarymasbl.

PEAT'EHTBI

Inasma Kposmubsl UTpaTHAs Cyxast

— 9T0 TMO(DUIM3UPOBAHHAS KPOJIHUYbS IJIa3Ma, CTePUIIbHAS, coaepKaias 5% BOMHBINA pacTBOp
HUTpaTa HaTpUsl B COOTHOIIEHUH S:1.

MNPEAYIIPEXXAEHUA W MEPHI IIPEJOCTOPOXHOCTH

Jlist imarHoCcTHKH N Vitro.

[TpoyKT conepX UT TUO(GUIBHO BBICYLICHHBIE KOMIIOHEHTHI KDOBH.

[Tpu BBINOJIHEHUHU JIOOBIX MpPOLEAYp COOII0AaiiTe MpaBUla ACENTUKU U YCTAaHOBJIEHHBIE MEphI
Oouonornueckoi  Oe3omacHoctu. Ilocine wucmonb3oBaHus — oOe33apaxkuBaiTe  00paslbl,
KOHTEIHEpbI, CTEeKIIa, TPOOUPKH U Ipyrue 3arps3HEHHBIC MaTepuaibl B aBTOKIABE.

HCO6XOI[I/IMO THIATCJIBbHO BBIMMOJHATD YKa3aHUA 110 IPUMCEHCHUIO

XPAHEHHUE
XpaHUTe HEBCKPBITHIC YITAKOBKH C JUOMMIM3UPOBAHHON IJIA3MOW KPOIMYBEH HMHUTPATHOU IS
peakuy NIa3MOKOAryJiiiuu Ipu Temieparype ot 2 jo 8 °C.

Passenennyro 0,9% pactBopoM Hatpus xjopuja IUIa3My XpaHuTe npu temmneparype 2 1o 8 °C
He Oonee 2 pgHel 1mOO OTOEpPHTE AIMKBOTHI, HEMEIJICHHO 3aMOPO3bT€ W XpaHUTE TIpU
temmneparype -20 °C ne 6onee 30 nueit. Pasmopo3ka 1 moBTOpHAs 3aMOpPO3Ka HE JOMYCKAIOTCSI.
VKa3aHHBIM CpPOK XpaHEHMsS JEHUCTBUTENEH TOJBKO JUISl IPOAYKTa, XpaHSAIIErocs B
3are4yaTaHHOM KOHTEiHepe Mpu COONIOIEHUH YCIIOBUM XpaHeHus. He ucrnomnb3yiiTe NpoaykT B
cllydae ero 3aTBep/eBaHUs, 0OCCIBEUMBAHMS MM IPYrUX MPHU3HAKOB pazioxeHus. [IpoBepbre
BOCCTQHOBJICHHBIE DPEArcHThl Ha HaJIM4Yue€ NPU3HAKOB 3arpsi3HEHMs, MCIIAPEHMs] WIM APYruX
IPU3HAKOB Pa3JI0KEHUs1, HAIIpPUMEpP IOMYTHEHU S MJIM YaCTUYHOTO CBEPTHIBAHUS.

CBOP U TIPUT'OTOBJIEHUE OBPALIOB

OOpa3ubl cienyer coOupaTh B CTEpUIIbHBIE KOHTEHHEPHl WU C TOMOUIBIO CTEPUIIBHOTO
TaMIIOHA ¥ HEMEIUICHHO NepelaBaTh B JIA0OPAaTOPUIO B COOTBETCTBHU C TPEOOBAHMIM H
pEKOMEHJAIUSIMU  MPUMEHUMBIM  MECTHBIM,  PETHOHANBHBIM  W/WH  QeaepaibHbIM
3aKOHOJIATEIILCTBOM.

OOpabarpiBaiiTe Kaxaplii oOpasell B COOTBETCTBHM C METOAMKAMU KOHTPOJS Ka4yecTBa,
IPUHATBIMU B J1JAOOPATOPUU

B peakium wucnonp3yercss CyrodHas OylnbOHHAs WM arapoBasi KylbTypa CTa(HIOKOKKA.
OnucanHas 1ajgee METOIMKA TPeOyeT UCIOIb30BaHUS YUCTON KYJAbTYPHI.

Hcnonp3yiiTe M30IMpPOBAaHHBIC KOJOHMM W3 YHUCTOM CYTOYHOW arapoBOW WJIM OyJIbOHHOH
KYJIBTYpBI, BhIpameHHoi mpu 35-37 °C u ucciieqoBaHHON MOPQOJIIOTHYeCKA (HAa THIUYHOCTD

Bepcusn 1 ot 23.08.2008
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HNHcTpykuus mo npuMe He HUIO
«Il1azma KpoM4bsi HUTPATHASI CyXas

MOp(hOJIOTMH KOJIOHUW) M MHKPOCKOMHUYECKH (B OKpamleHHOM 1o ['pamy mnpemapare-maske
JOJDKHBI HAOTIOaThCsI TPAMITOJIOKUTEIIBHBIEC KOKKH ).

METOJIMKA

IMocTaBasiemble MmaTepuaJbl. [L1a3ma Kpoauubs HUTPATHASA cyxasi

Heo0xogumble, HO HemocTapJsieMble MaTepuaibl: bakrepuosornyeckas nemis Jyis MOCeBa,
NUINETKU, NpoOupku crepuiabHbie(10 X 75 mm),, crepunbHbiil 0,9% pacTBOp HaTpus XJI0pUJa,
npobupku ¢ KynpTypamu Maibie (10 X 75 mm), BomsHas OGanst mumm tepmoctar (37 °C),
NUATATENbHAS CPpella sl KyJIbTUBUPOBAHUS MUKPOOPTaHNU3MOB.
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ITpuroroBjieHUe peareHra

PacTBopuTe B acenTHYECKUX YCIOBHUSX IJIa3My KPOJIMYBIO IHUTPATHYIO B 5 MII CTEPHIBHOTO
0,9% pactBOopa Harpus XIOpHIa, YTO COOTBETCTBYeT pa3BeaeHuto 1:5. TmarensHO
repeMeranTe.

O6BeM pearcHTa Crepumsnsrit 0,9% pactBop [Npubmm3uTensHOE KOIMYIECTBO
HATPHSA XIOpHIa TECTOB
1 mn 5wMn 10

METOJIUKA TECTUPOBAHUS

1.C moMOIBI0 CTEPHIIBHOM MHUIIETKH eMKOCThIo 1 mi mobaBbTe 0,5 MIT TUTa3Mbl KPOJIHYBEH
LHUTPATHOM AJIS peakuMH MIa3MOKOATYIISAIMHU, pa3BEACHHON B CTEpUIIBHYIO TpoOHupKy 10 X 75
MM, YCTAaHOBJICHHYIO B ILTaTHB.

2.C moMoIpI0 cepojIorMuecKod MUIETKH eMKOCThI0 1 M no6aBbTe mpubausutensHo 0,05 miu
CYTOUHOI OylnbOHHOW KyJIbTYphl TECTHPYEMOTO MHKPOOpPraHM3Ma B MPOOHPKY C IJIa3MOM.
MoXHO TakkKke C TOMOLBI CTEPHJIBHOM  OaKTepHOJOrMYEecKOM MEeTaM  TIIATENBHO
SMyAbIUpoBaTh 2 - 4 kxosoHuUH (1 TOJNHYIO METNII0) W3 Yallkd C MHUTATeIbHBIM arapoM B
pOOHUPKE C IIIa3MOM.

3. AKKypaTHO IepeMelIaiTe.

4 axyoupyiite nipu temreparype 37 °C B TeueHue 24 4acos.

S.Ilepuonuueckn ocMaTpuBaiiTe NTpoOMpKU, cCJerka HakiIoHss wuX. He Ttpsacutre u He
B30aNThIBaiiTe MPOOMPKU. DTO MOXKET BBI3BATh pa3pylleHHE CIrycTKa M TPUBECTH K
COMHUTEJIBHBIM HJIM JIO)KHBIM OTPULIATENIbHBIM pe3yabTatam TecTa. CBepTbIBaHUE OO0
CTETIeHHU, Tpom3omenee 3a 4 dYaca, CUUTACTCSA IOJOXKHUTEIBHBIM pe3yJabTaToM. MHOTHE
mTaMMBbl, c1a0o BbIpabaThiBaronme (EepMEHTHI, BBI30BYT KOATyNAIUIO IJIa3Mbl TOJBKO Yepe3
24 4 yukyOanuu. OKoHYaTeNbHbIHN y4eT pe3yabTaToOB MPOBOAUTCA yepe3 24 yaca,

6.3anmummTe pe3yabTaThI.

KOHTPOJIb KAYECTBA

Bo Bpemsi ucnonb3oBaHUs NpoBepbTe 3(PPEKTUBHOCTH IIa3Mbl KPOJIUYBbEH ITUTPATHOW IS
peaKkuuy IJIa3MOKOArylIslliHd, METOAUKY M METOJOJOTHI0O C IOMOIIBIO IOJIOKUTEIBHON U
OTPHIIATEIIbHON KOHTPOJBHBIX KyJIbTYp. Jlamee mpuBeneH MHUHHMMAJIBHBIA CIHUCOK KYJBTYD,
KOTOpBIE HEOOXOAUMO HCIIOJIb30BATh ISl TPOBEPKH d(PPEKTUBHOCTH.

MuKpooOpraHusMblI ATCC Peakuus
Staphylococcus aureus 6538 CrycTok B mpoOupke
Staphylococcus epidermidis 14990 OTcyTcTBHE CTYCTKA B ITPOOUpPKE

Cnenyiite TpeGOBaHMSIM KOHTPOJSI KauecTBa B COOTBETCTBHMU C IPUMEHUMBIM MECTHBIM,
pErMOHANBHBIM W/UIM  (eiepaibHbIM 3aKOHOJATEIbCTBOM, TPEOOBAHMSAMM aKKpEAUTALlUU U
METOAMKAMHU KOHTPOJIS KAUeCTBA, IPUHATHIMH B 1a00OpaToOpuu.

PE3YJIbTATBI
JIroboe cBepThIBaHHME IJIa3Mbl KPOJUYbEH IUTPATHOM CYUTACTCH I1OJIOKUTEIBHBIM
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pe3ynbTaTtoM Tecta. [lpu MHTepmperannu peakuuii MOKHO PYKOBOJICTBOBATHCS CIEIYIOLUMU
YKa3aHUSIMU :

OTpunaTenbHbIi OTtcyrcTBHE IPU3HAKOB CBEPTHIBAHUS IIJ1a3Mbl

[HonmoxurenbHbIi 1+ HeOonbime HecBsS3aHHBIE CTYCTKU

[TonoxxutenbHbIN 2+ Hebomnpmoi crycrox

[omoxxuTenbHbIN 3+ Bonpmoit cryctok

ITonoxxurenbHblN 4+ Bce conepxumoe npoOHpKu CBOPaYMBACTCS M HE BBITEKAET MPU

IIPH [IepEeBOPAYNBAHUU TPOOUPKI

OI'PAHUYEHUSA NTPUMEHEHUSA METOAUKU

1.HexoTopbie BUABI MHUKPOOPTaHU3MOB HCIOJB3YIOT IUTPAThl B CBOEM MeTaboJM3Me U JAIoT
JIOKHBIE TOJIOKUTENbHBIE pPEaKUM Ha aKTUBHOCTh Koaryhaa3dbl. OOBIYHO 3TO HE BBI3BIBAET
npoOseM, MOCKOJIbBKY TECT Ha KOaryilasy BBINOJHSAETCS MPAKTUYECKH HCKIYUTENBHO IS
cTaunokokkoB. OJHAKO BO3MOXKHO, YTO OAKT€pHH, MCIIOJIB3YIOIME LIUTPAT, MOTYT SBISATHCA
npuMecsMH B KylbTypax Staphylococcus, mist KOTOphIX BBIIOJIHSETCS TECT Ha Koaryiasy. DTH
3apaXCHHBbIE KYJIbTYPhl TPH  NPOAODKUTENPHOW  HMHKYOAIMM  MOTYT JaTh  JIOXKHBIC
TOJIOKUTEBHBIE PE3YIIBTATHI U3-3a UCIIONIB30BAHMS [IUTPATa,* MOITOMY B PEakiuu HEOOXOAUMO
MCII0JIB30BATh TOJBKO YHCTYIO KYIBTYPY

2. Hekortopskie mramMMbl S. aureus BeIpabaThIBAIOT CTaUIOKHHA3Y, KOTOPask MOXKET JIN3UPOBAThH
cryctku. Ecnm pesynpTartel ans mpoOupok He Oyayr 3aduikcupoBaHbl B TeueHue 24 9
MHKYOAI[MH, BO3MOKHO MPOSIBJIEHHUE JIOKHBIX OTPUIIATENBHBIX PE3Y/ILTATOB. !

3. He ucnone3yiite miaasMy, €ciiv repe/; TOCTAHOBKOM Peakiuu B HEH 00pa3oBalics OCAIOK HIIH

CTYCTOK.
HAJIMYUE

Ne mo karasnory Onucanue

52.01 Ilna3ma kposanubsa nuTpatHas cyxas 10x1

Ha0op paccuntan Ha uccienoBanue 100 o6pa3uoB, BKI0OYAsi KOHTPOJIbHbIE
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c € CE marking of conformity

I Manufacturer / Npoussogutens

Authorized representative in the European Community/
ABTOpM30BaHHbIN NpeacTaBuTens B EBponelickom Cotose

Use by / Ucnonb3oBatb go
YYYY-MM (MM = end of month)

rrr-mMM (MM = koHel mecsua)

EC REP

Catalog number / Homep no katanory

REF
SN Serial number/Homep cepun
WD In vitro Diagnostic Medical Device / MeguuuHckuin npmbop
AN AnarHocTUKM in vitro
Sterile /CTepunbHoO

Temperature limitation / OrpaHudeHne Temnepatypbl

o
o
®

Contains sufficient for <n> tests/ [loctatouHo Ans
nposegeHus 100-TecToB

Consult Instructions for Use / CM. MHCTPYKUMIO MO
NPUMEHEHMI0
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