Cépartnerdql

Certificate number: 2017-1VD/193

Certificate of CE-Notification

This is to certify that, in accordance with the In Vitro Diagnostic Medical Device Directive
98/79/EC, CEpartner4U BV agrees to perform all duties and responsibilities as the
Authorized Representative for

CJSC EKOlab
1 Budennogo Str., Elektrogorsk, Moscow region, 142530, Russia

as stipulated and demanded by the aforementioned Directive. The Dutch Competent
Authorities have accepted the manufacturer’'s medical device registrations by CEpartner4U
as listed on the product list attached to the manufacturer's Declaration of Conformity:

Device group: Rabbit plasma

IVD devices were registered under number:
Registration number Rabbit plasma: NL-CA002-2017-43242

with Dutch Competent Authorities as a consequently this IVD devices were entered in
EUDAMED by Dutch Competent Authorities

The manufacturer has provided CEpartner4U with all necessary documentation, together with
an appropriate Declaration of Conformity that the IVD medical devices fulfil the essential
requirements of Directive 98/79/EC.

2017-12-18

o Rpaninerd4l
Olga Teirlinck Esdoorniaani3
Consultant CEpartner4U BV 3951 DB Maarn NL

tel: +31 (0)343 442 524
www.cepartner4u.nl

AUTHORIZED REPRESENTATIVE AND CONSULTING SERVICE FOR CE MARKING CEPARTNER4U BV,
ESDOORNLAAN 13, 3951DB MAARN. THE NETHERLANDS. @&:+31-(0)343.442.524; CELL PHONE: +31-(0)6.516.536.26;
FAX: +31-(0)343.442.162; E-MAIL: OFFICE@CEPARTNER4U.COM; WEBSITE: WWW.CEPARTNER4U.COM




{ STED130-2017 vs. 01 |

_‘%’ﬁ’ E_{(Oi&b Declaration of Conformity Page: 1 of 2

DECLARATION OF CONFORMITY

1)  Manufacturer (Name, department): CJSC EKOlab

Address: 1 Budennogo Str., Elektrogorsk, Moscow region, 142530, Russia

2) European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;
(on product labels printed as:
CEpartner4U | ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS. www_cepartner4u.com)

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

|- Rabbit plasn_wa

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

F 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: /n vitro Diagnostic Medical Device
Directive, Annex il

Registration nr. : pending

fIi'

b
Elektrogorsk, Russia; 2017-11-03 D R v ll : :
VY. Borisov, General Director, CJSC EKOlab
(Place & date of issue (yyyy-mm-dd)) (name; function aa&%f'gna}ure of manufacturer)

Declaration form: Standard ISO/IEC 17050-1:2010
vs. 2017-1ll
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Appendix

Date: 2017-11-08

List of devices.

Type/ ]
Device name model/ref Risk class /

number compliance
Rabbit plasma Low risk 15011290/0 2017-11-08

Code: First date of

e EMDS/GMDN CE-

! See EDMS codes: http://www.edma-ivd.be/ (products classification)/Preference GMDN code

Declaration form: Standard ISO/IEC 17050-1:2010
vs. 2017-lll
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3A0 «3K0na6»142530 Mockosekasi 0641, I.IIEKTpOropek, yi.byaeuuoro, a.l

e-mail: sekretar@ekolab.ru, Caiit : www.ekolab.ru

Ten:,(49643) 3-1374, 3-2311, dhaxe (49643) 3-3143
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p/c 40702810040310124002

k/c 30101810400000000225

BHK 044525225

17.06.2020

ABTOPU3ALIVS JIUCTPUBBIOTOPA

3akphITOE aKLHOHEPHOE OOIIECTBO «IKOnad» (Poccms, 142530, Mockosckas 061,
T.DIeKTpOropek, yi.byaeHHoro, A.1) HacTOSIIHM MOITBEPIIACM , 1TO »SANMEDICO”SRL
(yn. KopoGusuy 7A, xB. 9, T Kunmués, Pecnybnuxka Monnopa) sBISETCA HALHM
SKCKJIEO3UBHBIM JUCTPUOBIOTOPOM M IIPEACTABUTEIIEM B Pecrybnuke MomnoBa H OCYIIECTBIAET
yaacTue ¢ npoxykieii 3A0 «OKOnab» B mponeaypax rocynapeTBeHHbIX 3aKyTIOK TOBapoB Ha
teppuTopun PecryGmuxi Mormosa, OT CBOSTO HMEHHM BEACT NEPETOBOPHL IIPEeNCTaBIsET
KOMMEpPUECKHE PE/INOKEHI, 3aKTF0YaeT COOTBETCTBYIOMINE OTOBOPDI, & TAKNKE OCYILIECTBISET
[OCTABKH YKA3aHHOM IPOJAYKIKH HA TEPPHTOPHH Pecnybnukn Monjaosa.

[TonHOMOYHMS IO HACTOALIEMY aBTOPH3aIHOHHOMY IMHCHMY HE MOTYT OBITH IepeIaHEl
JPYTHM JIHIIAM.

HacTosiLee MHCHMO JEHCTBUTENBHO ¢ MOMEHTA IIO/MHCaHus 1 0 31 nexabdpsa 2022r.

[enepanbHEBI JUPEKTOP Bopucoe B.IO.




3A0 “3KOnat”
142530 Mockosckan obn., r.9nexrporopek, ya.Bysensoro, a1, 1A, Ten. (09643) 3-23-11, 3-30-93, kon 13 Mocksbt 243;daxc 3-30-43

MACIOPT842

Habop peareHToB
«Muko-Ypea-Xnamu-cpnirooporeH»
AnarHocTukym ana BbiABNeHUs aHTUreHos Mycoplasma hominis, Mycoplasma pneumoniae,
Ureaplasma urealyticum u Chlamydia trachomatis B peakuuu ummyHodbnoopecLieHLu.

"Muko-romuHuc-cpnrooporeH"
AnarHocTukym Ans BbisiBNeHus aHTureHos Mycoplasma hominis B
peakLun UMMyHOboopecLeHLUH

Ha 50 onpepenenuit
Kart. Ne 10.04
Komnnekr Ne 1. [lata Bbinycka 2021.06.07
Cepus Ne 38. Cpok rogHoctu go 2022.12.07

PY Ne ®CP 2010/09793 ot 10.05.18.
TV 9398-114-70423725-2009

Xpauuts nipu Temneparype 2-10 °C. 3amopaxkuBaHue He poiyckaercs. He copepxur
TOKCHYHBIX U JIETKOBOCIIIaMeHsromuxcs Beuiects. Cpok rogaocTty 1,5 roga.

KoMMoHeHTbI anarHocTukyma
HanmeHosaHue HanmeHoBaHwe
KOMMOHEHTOB nokasarenem Tpebosative HA
AmopcHas Macca B Buge

BHewHwiiBun  [Tabnetkm  cuHero  ugeTa, | Coomeemcmeyem
y MUrPOCKOMUYHbI

ﬁﬂl‘f}“n?gmmﬂa : HOmMxHbl  pacTBOpATbCH B

PacTBOpUMOCTS 1,5 wmn pacteoputens Ans | Bpems pacmeopeHus
aHtuten B TeyeHwe 3-5 MUH | SMUH

npy nepemeLLnBaHuy

PeaynbTarbl
aHanuaa

Pacteop Ans passeneHus | BHEWHWI BUA }I;I(Egzgg;{:aﬂ- becugeTHas Coomeemcmayem
el pH o1 7,200 7,4 pH=7,2
PesynabraTsl PU®D
TpebosaHua HTMI PesynbTatsl aHanusa
Mwukpockonua KO*
Mpu  Mukpockonuu  obHapyxeHa IpKO-3e/1eHas

B nonoxwrensHom koHTposbHom 06pastie nocne
peakuuy ¢ AMarHoCTUKYMOM NpY JIIOMUHECLIEHTHOI rroopecyeHyus 8036ydumenss Ha KpacHosamom ¢hoHe
MUKPOCKOMUU B NOMe 3peHUst MUKpockona éoﬁbexma L

90x, okynsap 10x) pormkHo Habmopatsea 10 1 Gonee

APKO-3eNeHbIX rpaHyn, YETKO BbIAENAWMXCA Ha Mukpockonua KO-

KpacHoBaToM CbOHg npenapara. B KOHTPONLHOM [pu  Mukpockonuu cneyucghuyeckoe ceeyeHue Ha

oTpuLiaternbHoM obpasLie cneyuduyeckoe

(MHTEHCHBHOE 3eneHoe) CBEYEHIE OTCYTCTBYET. KpacHoeamoM  (poHEe  SNUMENUANLHLIX  KIeMOK
omcymcmeyem,

TpaHcnopTupoBaHue: npu Temnepatype ot 2 o 8 °C. 3amMopaxuBaHue He JonyckaeTcs.
HonyckaeTcs TpaHcnopTpoBaHue npu Temnepatype ot 9 Ao 25 °C B Teverue 10 cyr.

3akntoyenme: Cgolicmea KOMNOHEHMO8 U OCHOBHbIE Xapakmepucmuku

duaeHocmukyma coomeemcmsyrom mpebosarusm TY 9398-114-70423725-2009.
; %< ZOBCKAR
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3A0 “3KOnag”
142530 Mockosckas o6n., r.3nektporopek, yn.Gyaennoro, A.1, 1A, Ten, (09643) 3-23-11, 3-30-93, kog 13 Mockeel 243; dhaxe 3-3143

MACIOPT 843

«Muko-Ypea-Xnamu-gpnrooporeH»
fivarHocTukym Ans BbisiBNeHUs aHTureHos Mycoplasma hominis, Mycoplasma pneumoniae,
Ureaplasma urealyticum u Chlamydia trachomatis B peakuuu UMMYyHOHOOpecLeHL K
Komnnekr Ne 3
Ypeanna3sma-chntooporeH
AnarHocTukym Ans BbIsBNeHUs aHTureHos Ureaplasma urealyticum
B peakuyuv uMmyHodnoopecyeHLum

Ha 50 onpepenenuit
Cepua 41 Kar. Ne 13.01.
TY 9398-114-70423725-2009 Hata Bbinycka  2021.06.07
PY Ne®CP 2010/09793 ot 10.05.2018 Cpok rogHocTi go 2022.12.07
Ycnosusi xpanennst: npu temmeparype 2-10 °C B teuenun 1,5 ner.
KOMMOHEHTbI AnarHocTukyma
HavmeHoBaH1e HavnmeHoBaH1e Pe3aynbTatbl
KOMTMOHEHTOB nokasarenel Tpebosative HI| Atanusa
AMopdHas Macca B Buge
BrewHwiiBug | TabneTkn  cuHero  Leta, | Coomeemcmayem
[UrPOCKOMUYHbI
tLIJJMTLL-la?TMTena K %IOSHH(HI:I pacTBopATbCA B
.urealyticum. ; MR pacTtBopa  AnA
PacTBOpUMOCTb |passefieHnss  aWtuten 8 ?ﬁﬁf’ paglapsa
Tevenme 35 muH  npu
nepemeLLnBaHnm
. npospayHas oecugeTHas
PacTBop Ans passepenvs | SHEWHWABMA |0 et Coomeemcmeyem
aHTuTen.
pH o17,20074 pH=7,2
PesyabTarsl PU®D
3 Tpebosarus HTII PesynbTaThl aHanusa

Mukpockonus KO*
lpu  mukpockonuu o6Hapy*eHb!

fAIPKO-3€/1eHble epaHynbl 4Yemko

8bIdensouuecs Ha KpacHogamom
B nonoxurensHOM KOHTPONbHOM 06pasLie nocne peakuum ¢

AVarHocTKYMOM NpU NMIOMUHECLIEHTHON MUKPOCKONWW B NoNe 3peHus ¢hoHe npenapama.

Mukpockona (obbektus 60x, okynap 10x) fomkHo Habniogatses 10 1 Mikpockoniia KO-

Doree ApKo-3eneHbIX rpaHyn, YETKO BbIAENSOLLMXCS Ha KpacHOBATOM Mpu MuKpockonuu

(oHe npenapara. B koHTpoOnbLHOM OTpULaTensHoM 0bpastie

cneupdu4eckoe (MHTeHCUBHOE 3eNeHoe) CBEYEHIE OTCYTCTBYET. cneyugpuyeckoe  ceeveHue  Ha
KpacHogamom ¢hone
anumenuanbHeIx Kiemok
omcymcmeyem,

TpaHcnopTupoBaHue: npu Temneparype oT 2 [0 8 °C. 3amopaxvBaHug
TPaHCNopTVpoBaHUe Npy Temnepatype ot 9 40 25 °C B Teverue 10 cyT.
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