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ot 22 anpean 2010 roga ~ Ne @C3 2010/06657
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OBLECTBO C OrPAHUYEHHOW OTBETCTBEHHOCThIO "MEQUGAMH", 000 "MEQUGANH"
sapeructpuposaH MexpanoHHas nHenekuus PeaepankHol Hanorosoit cnyx6el Ne 46 no r. Mockse
08.08.2008 OI'PH: 1087746954382, mecTo Haxoxaerus: 119619, POCCUA, TOPOL MOCKBA, YIALIA
MPON3BOACTBEHHASA, 11, CTP.8, O®UC 306, TenedoH: +7 4997277106, +7 4997277306, agpec
3aNeKTpoHHoW noyTel: medifine@mail.ru

B nuue: TEHEPAJIbHBIV AUPEKTOP HUKONAERB ONEI BACUJILEBUY

AEKINAPALINA O COOTBETCTBUW

3anBnsieT, YTo YCTPONCTBO A8 BHYTPUBEHHOIO BNWBAHWS WHY3MOHHEIX PAacTBOPOB, YCTPONCTBO 4NA
BHYTPUBEHHOrO BIVIBaHWA UHMY3NOHHBIX pacteopos, kog OKMA2: 32.50.21.121, koa TH B3[:
9018905001, CepUitHbIiA BLINYCK,

Marotoeutens: «bepomen MuBX Xocnutan Mpogakter, Fepmanus, MecTo HaxoxaeHua: TEPMAHIA,
«Beromed GmbH Hospital Products, Kronenstrasse 19, 10117 Berlin, Germany,

COOTBETCTBye‘I‘ Tpeﬁoaal—imm: FOCT P 50444-92, Npubopsl, annapatsl 1 06opya0BaHe MEAMUMHCKNE. OBLLNE TEXHWIECKME YCNOBUS,
pasgenst 3, 4 TOCT 25047-87, YCTPOACTBA KOMNNEKTHBIS BKCDY3MOHHBIE, WHCDYINOHHbIE I TPAHCHY3NOHHBIE ORHOKDATHOTO NPUMEHEHWA. TEXHIIBCKHE YCNIOBUR,
FOCT ISO 7864-2011. Urnbl UHBEKUMOHHbIE OAHOKPATHOTO NPUMEHEHUA cTepunsHble; FOCT ISO 10993-1-2011, Wagenus MeauuvHckue, QUEHKa BUONOIrMMEcKoro
ABUCTBUA MEAMUMHCKUX n3fenui. YacTb 1. Ouenka u uecnegosaqus; FOCT P UCO 10993-2-2009, Magenua mepnumHekue. Ouenka GMonoruieckoro AeicTaua
MEAMUMHCKUX W3genni. Yacre 2. TpeGosanus k oBpallernto ¢ xueoTHeMK;, FTOCT ISO 10993-4-2011, N3nenna MeanumHckne. OLeHka GWonoruyeckoro aeicTena
MeauumHeKrx usaenuit. Yacts 4. Wiccneposanvn usfgenvii, BIauMoaSiCcTBYIOWKX ¢ Kposbio; MOCT ISO 10993-5-2011, Nagenus meauumHckve. OueHka
BMONOruueckoro AeNCTBUA MEAUUMHCKUX U3AENUIA. YacTb 5. MICCnenoBaHua Ha UMTOTOKCUNHOCTL: MeToAb! in vitro; FTOCT ISO 10993-7-2016, Uapenus
MeAuLUHCKre. OLeHKka BUoNOoriHeckoro ABRCTEBMA MEANUNHCKNX N3fenuit. YacTe 7. OcTatouHoe coaepaHue 3TMNeHoKeuaa nocne crepunuaaunm; MOCT ISO
10983-10-2011, M3penua meguumHckue. OueHka GUONOrMYeckoro AeAcTBus MEANLMHCKMX W3genui. YacTe 10. Uccnegosanns pasapaxaiowero u
ceHenbunnanpyowero aeicrang, FOCT ISO 10993-11-2011, M3genus meanumHekve. OLEHKa BMONOMIYECKOrO AHCTBMA MeAULIMHCKIUX u3aenuii. YacTs 11,
Mceneaceanns obLWETOKCHHECKOTD AEACTaUS

Heknapauusi 0 COOTBETCTBUM MPUHATA HA OCHOBAHWMU PeructpaumonHoe yaoctoseperne Ne dC3 2010/06657
o1 22.04.2010 r. eaepansHon criyxbel no Hagaopy B cthepe sapasooxpaHeHus (POC3OPABHAL30P), CepTudukaTr cucTeMbI
meHeLkMeHTa kavecTea EN ISO 13485:2016 Ne Q5 18 03 444082 041, seiganHoro OC «TUV SUD Product Service GmbH»
(Fepmanus) 01.18.2018 r. co cpokom aenctaua o 31.07. 2021r.
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HUKOJIAEB ONIEI BACUIIBEBUY

WHULMaNbI, hamunus

.0 .‘BETCTBeHHOCTbI-O "IleHCepT", 195027, POCCVIF! FCaHKT-i‘IeTepGypr yn
MarHuTaFEpckas, aom 30 nutep A, ocbuc 912
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PeructpauyMoHHbIA HOMep Aeknapauuu o cootBetctBuun  POCC RU [-DE.ABB9.B.03657/20
Oara perucrpauuu 08.04.2020

3abonoTtHas TaTtbsaHa BukToposHa

MHULMANL!, (hamunus pyKoBOOUTENs OpraHa no ceprudmukaumuy
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AEKJIAPAIIHSI O COOTBETCTBHH

OfLIECTBO ¢ OrPAHHYEHHON OTBETCTBEHHOCTHIO "Memudatin”, (000 "Meaudaiin")
HAHMEHOBAHHE OPraHHIALHY WIH DAMIIHA, HMS, OTYECTBO HHANBHIYANLHOTO NPEANPHHHMATENS, NPHHABLLHX
AEKNAPALMIO O COOTBETCTBHH
3apeructpuposan(a) Mexpaiionnol HHcnekumeit DenepanbHoll Haorosoi cayx6e1 Ne 46 1o .
Mockse, nata perscrpauns 08.08.2008 , OT'PH: 1087746954382
CBENEHHA O PETHCTPALHH OPraHU3aUHH WIH HHIHBHIYANLHOTO NPEANPHHHMATEN (HAHMEHOBaHHE PETHCTPHPYIOILErD
Opraa, /1ata perucTpaLmiy, PerucTPALMOHHEIA HoMep)
Agpec: POCCHA, 119619, r. Mockga, yn. [Tpousponcteennas a.11, ctp.8, otuc 306
agpec, Tenedo, gaxc
B sinue ['enepaneioro mipektopa Hukonaepa Onera Bacuisesuua
(RONKHOCTb, hAMUIHA, HMA, OTYECTBO PYKOBOAHTENA OPFAHHIALAH, OT HMEHH KOTOpOii NpHHHMaeTcs
HEKNapauna)
3AABISET, UTO YCTPOHCTBO /1A BHYTPHBEHHOIO BIMBAHNS MH(Y3HOHHEIX PACTBOPOB.
(HaUMEHOBAHHE, THN, MAPKA NPOMYKUHH, Ha KOTODPYIO PacnpoCTPAHAETCA NEKNaPaLHs,
[upextnsa Ne 93/42/EEC, Koa OKI1JT 2 32.50.21.121, Koa TH B3[1 9018905001, Cepuiinbiii uimyck

CBEACHHS O CEPHANOM BBIMYCKE HAW NAPTHH (HOMED NAPTHH, HOMEPA H31CAHHR, PEKBHIHTHI RoroBOpa (kOWTpPaKTa), Haknaauas , koa OK
005-93 u (naw) TH B3] TC wan OK 002-93 (OKYH), Homep o aata AOTOBOPA HAH KOHTPAKTA O NOCTABKE NMPOAYKLUHH

CINCINCIRCIRCIRCIRCIRACIACIY

Harotosutens: «Beromed GmbH Hospital Products», Anpec: FTEPMAHHA, Kronenstrasse 19, 10117
Berlin, Germany

HAHMEHOBAHWE HIFOTOBHMTENN, CTPAHL! | T.M.))

coorsetcTyeT TpeGoBanuam FOCT P 50444-92, TOCT 25047-87, TOCT P MCO 7864-2011, TOCT
ISO 10993-1-2011, 'OCT P UCO 10993-2-2009, FOCT ISO 10993-4-2009, I'OCT ISO 10993-5-
2011, I'OCT ISO 10993-7-2011, T'OCT ISO 10993-10-2011, 'OCT ISO 10993-11-2011

(oBoIHaEHIHE HOPMATHBHBIX AOKYMEHTOB, COOTBETCTRHE KOTOPBIM NOATBEPKAEHO MaHHoH deknapaunel, ¢ YKAZAHHEM NYHKTOB ITHX
HOPMETHBHEIX JOKYMCHTOB, COACPRAUIMX TpeboBanus Ana AaHHOH NpoIyKUmi)

Hexnapauns npunsta Ha ocHoBanuu: [TpoTokon Henbiranui Mo 1516.016 ot 08.11.2016 1. W1 MH
OI'BY ®HKL ®XM OMEA Poccnu, (aTrectar axkpeanTaund Noe RA.RU.21MH25 ot 17.09.2015).
ITpotokon uenerranuit Ne 2013-082.2 ot 15.05.2013 r. Mcnsitatensuoii NabopaTOpPHH MeIHULIHHCKHX
uanenuii 3A0 «HHUUMT» (Atrecrar akkpenutauuu Ne POCC RU.0001.21 HM41). Perucrpaunonnoe
yaoctoBepenne Ne @C3 2010/06657 ot 22.04.2010 r. GeaepanbHoii c1yx6si no Ha130py B cdepe
sapasooxpaHetns (POC3IPABHAJI30P). llata 3amenst Gnanka 24.11.2016 r. npukazom 13252

(MH$OPMALHA O TOKYMEHTAX, SENAOMMXCA OCHOBAHHEM 1A NPHHATHA JEKNAPALIHH)

JeHCTBHTENbHE /10 22,@2020
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Huxonaes Oner Baciinepny
(HHHUHANE!, DaMuHa)

E]UIEIP&!!J.HH 0 COOTBETCTBHH
Perncrpaunonnsiit nomep RA.RU.10A 5146, Opras no cepTHOHKkammu "POCTECT- Mockea" 3A0
"PernonansHsiii oprau no ceprudukaunnm u TECTHPOBAHHIO"

(HAHMEHOBAHHE M aipec OPraHa no CepTHHHKALMHA, 3aperHcTPHPOBABILIEND IEKIAPALIHIO)
agpec: 117418, Poccniickas ®egepanus, r. Mocksa, Haxumosckuii npocnexkr, a. 31

Pep CIpALHGRHEY auun 0 coorsercTeiH POCC DE.ASI46./174614, ot 22.05.2017
P PEFCTPALMH H PErHCTPALMOHHLIR HOMED JeKnapaunH)

A.B. Kopotenkos
(noanmMes, HHHLMANK, GaMHIHA PYKOBOLHTENS OpraHa no cepTHhUKaL)
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