AEKJIAPATIMA O COOTBETCTBUHA

OO1mecTBO ¢ OrpaHMYEHHOH OTBETCTBEHHOCTEIO «FOHUKOPHMED

HaMEHOBaHHUE OpraHH3aluy WA q)aMHJII/IH, M5, OTIECTBO HHOUBHUYAIIBHOTO IpeaupuHIMAaTEs, TPUHABIINIX
JEKIIapaIIO O COOTBETCTBHM
3apeructprposan(a) Mexpationsas nHcIekuws DeneparbHON HAIOroBok ciry k65 Ne24 1o CaHKT-
ITetep6ypry, nata peructpauuu 03 HosOps 2010 roga, OT'PH: 1107847370311

CBEJICHNA O PErMCTPAIMK OPTaHU3aLi) MM HHAMBATYATbHOTO NPeIpHHAMATENS (HAUMEHOBAHHE PETHCTPHPYIOMETO
Oprasa, 1aTa PErHCTPALHH, PEerUCTPALMOHHEINH HOMED)
Anpec: 192019, Poccus, Cankr-ITerepGypr, Menpauunas, 18/A,
Tenedon/daxc: (812) 702-33-04, moyra: info@unicmed.ru

anpec, Teneox, haxc
B jiuite I'enepansHoro aupekropa Ocumosa Jmutpus KOpresraa

(ZOIKHOCTB, (aMuITKS, MMSL, OTIECTBO PYKOBOAMTENIS OPTaHU3ALMH, OT UMEHH KOTOPOi IPHHMMAETCS IeKIApaLs)
3asiser, uro: Karereps! yponoruueckue Henatona, ®@ones SUYN

(HavMeHOBaHYE, THII, MapKa IIPOLYKIMH, HA KOTOPYIO PACTIPOCTPAHAETCS NeKIapaLys,
Haptes 553800 wryk mo kontpakty Ne16/2018 ot 23/07/2018 cniewndy. Ot 25/07/2018, Ko OKIIJ 2
32.50.13.110, Kox TH B3]1 9018 90 840 9

CBEIEHHS O CEPUHHOM BEIILYCKE UJIM [IaPTHH (HOMED [apTHH, HOMEPa H3IEIHH, PEKBU3HTEL JOTrOBOpa (KOHTPAKTa), HakmagHas ,kox OK
005-93 u (umu) TH BOJ, TC wu OK 002-93 (OKVH)
Wsrorosurens: «Lzsucy CYIOH Menuxan Marupuanc Ko., JItay, Kurait. Anpec: Kurait, Jiangsu Suyun
Medical Materials Co., Ltd, No. 1 Medicine Lane, Renmin Road, Lianyungang, Jiangsu Province, China

HanmeHoBaHHE U3TOTOBUTEIIS, CTPAHEI UT.1L.))
cootBercTByeT Tpebosanuam I'OCT ISO 10993-1-2011, T'OCT ISO 10993-4-2011, TOCT ISO 10993-5-2011,
I'OCT ISO 10993-10-2011, TOCT ISO 10993-11-2011, TOCT P 52770-2016, TOCT 19126-2007 Pazx. 5,
TI'OCT ISO 10555-1-2011

(0603Ha‘lCHHe HOPMAaTHUBHEIX TOKYMEHTOB, COOTBETCTBUE KOTOPBIM ITIOATBEPKACHO JaHHOH )leknapauneﬁ, C YKa3aHHUEM ITYHKTOB 3TUX
HOPMAaTHBHBIX JOKYMEHTOB, COAEPKAIUX TPeOOBAHHUS I TaHHOH IPOIYKIIHK)
Hexnapaums npuHATa Ha OCHOBaHMH: Perucrpanmornsoe yaoctoseperne Ne @C3 2010/07452 ot 20.07.2010
rona, BeiiaHo DesiepaibHOM cyx00H o Hanzopy B cdepe 3npaBooxpanenus (PocsapaBHamazop).
Ceprudukar crcteMbl MeHeKMeHTa kadectBa ENISO 13485, Ne QIN 17 03 43337 046 ot 24.08.2017, BBinau
opraroM 1o cepriudukammu « TTOD 3O IMpoxakr Ceparc I'mM6X» (TUV SUD ProductServiceGmbH)

(nH}OpMALHS O NOKyMEHTAX, ABNAIOLIMXCS OCHOBAHUEM IS IPUHATHS JEKITAPAIIN)

~

Hara npusstus. gexnapaipu 20.08.2018

Ocunos Jmutpuii FOppepry
(vBMIMAane], Gamunms)

CeezieHHs O PerucTpaIyy AEKIapalii O COOTBETCTBUM
Perucrpauponneiit Homep RA.RU.1IMI'11, Opra o ceprudukamuu O6mecTsa ¢ orpaHHueHHOMN
orBeTcTBeHHOCTHIO "Unean Tect"

(HauMeHOBaHWE ¥ AJIPEC OPraHa I10 CEPTH(UKALN, 3aPETHCTPUPOBABIIETO IEKIAPAIIHIO)
ampec: 105203, Poccus, ropon Mocksa, yi1. IlapkoBast 12-51, mom 11, stax 2, kBapTupa/oduc/momemenue Ne V,

)
peArTay, ~Do

fNHOMep nmexiiapauuu o coorsercTBur POCC CN.MI'11.7117260, ot 20.08.2018
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