®EAEPAABHAS CAVIKBA IO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POCSAPABHAASOP)

PEl'l/lCTPALll/lOHHOE Y,LIOCTOBEPEHHE

HA MEAULIMHCKOE U3AEJIUE
ot 04 anpensi 2012 roxa  Ne ®C3 2012/11538

Ha memuuuHCcKOe U3enue
Hriasl MeAHIIAHCKHAE HHHEKITHOHHbIEC OIHOPA30BbI€ IJIs HHCYJTHHOBBIX HHIKEKTOPOB

(IIEH pyuex)

Hacrosiee perucTpaliioHHOE YIOCTOBEPCHUE BBIAAHO

3akpbiToe aKIHOHepHOe 00mecTBO HayuHo-npoH3BoCTBEHHOE 00heIHHEHHE
"TFAPAHT" (3AO0 HIIO "I'APAHT"), Poccus,

129337, Mockaa, ya. Kpacnas Cocha, 1. 30, cTp. 1

IIpousBoauTENH
"C®M I'ocnuran [Mpogaxre I'm6X", 'epmanus,
SFM Hospital Products GmbH, Segelfliegerdamm 67-89, 12487 Berlin, Germany

MecTo poU3BOACTBA MEAUIIMHCKOTO H3/IEIUSL
SFM Hospital Products GmbH, Segelfliegerdamm 67-89, 12487 Berlin, Germany

Howmep perucrpannonsoro gocke Ne 49809 ot 15.12.2011
Bujx MeauIuHCKOro U31eus -
Knacc MOTEHIHAIBHOTO PUCKA IPUMEHEHHS METUIIMHCKOTO H3/IENHs 22

Ko O6imepoccuifckoro Kiaccuduxaropa IpOAyKIHH sk METHIIMHCKOTO H3aemust 94 3220

npukazoM Poc3apasaazzopa ot 04

u nipukaszoM ot 07 Hos6ps 2016 roaa
JIONYIIEHO K 0OpallieHHIO Ha TEPPHTOP

PykoBoaurenb ®eaepaibHoii




JNEKJAPALIMSA O COOTBETCTBUHA

3akpbiToe akLHoHepHoe o6mecTBo HayuHO-NpOU3BOACTBEHHOC o6wemunenne «TAPAHT» (3A0 HITO
«TAPAHT»)

HauMEHOBaHHEe OpPTaHU3aIu UK (baMl/UIP[ﬂ, UMSI, OTUYECTBO WHJIMBUIYAJTBHOTO pearnpuHUMaTens, TMTPUHSBITAX JIEKJIapalyiio o
COOTBETCTBUH
3aperucTpupoBat(a) MexxpaioHHas MHCIICKLHS MHC Poccum Ne 39 o r. Mockse, JaTa perucTpaumnu
14.10.2002r., O'PH: 1027739377632

CBEJICHHMS O PErMCTPALIMA OPTAHM3ALMH I MHWBHY&TbHOTO NPE/INPHUHUMATEA (HAMMEHOBAHHE PErHCTPUPYIONIETO OpraHa, jata
PErUCTPALIMK, PErUCTPAIMOHHBIA HOMED)

Axpec: 129337, r. Mockaa, yi1. Kpacras CocHa, 1. 30, cp. 1, Tenedon: +7- 495 -789-38-01, ake: +7- 495 -
789-38-02, noura: garant@garantl.ru

anpec, tenedoH, daxc

g une Jlupexkropa Cubupuena Bacunus BaciibeBnia

(10IPKHOCTD, (haMUIINsL, MMS, OTYECTBO PYKOBOAMTE/I OPraHU3aliy, OT HMCHH KOTOPO#H [PUHUMACTCS JIEK/IapaLims)
3asBseT, uto UIiibl MeAMIMHCKHE HHBEKIIMOHHbBIE OZIHOPA30BbIe U1 HHCY/IHHOBBIX HHIKCKTOPOB (I1EH pyuek)

(HAMMEHOBAHHE, THII, MApKa MPOJIYKIMH, HA KOTOPYIO PaclpOCTPAHACTCs ACKIapalns,

Cepwuiinbiii Boityck, Kon OKITJL 2 32.50.13.110, Kon TH B3J1 9018321000

CBEIEHHS 0 CePUIHOM BBITYCKE WJIM MAPTHH (HOMEP [ApTHH, HOMEPA U3IEIIMH, PEKBU3HTDI I0rOBOPA (koHTpakTa), HakJanHas ,koi OK
005-93 1 () TH BOJ] TC nim OK 002-93 (OKVH)

Usrotosurens: «COM Tocnuran [Mpoaaxte F'M6X» (SFM Hospital Products GmbH), Aapec: I'epmanns,
Segelfliegerdamm 67-89, 12487 Berlin, Germany

HAUMCHOBAHUE U3rOTOBUTC/IA, CTPAHLI U T,l'l.))

cootsetcTByeT TpebopaHusam 'OCT 19126-2007 Paza. 5, TOCT ISO 10993-1-2011, TOCT ISO 10993-4-2011,
FOCT ISO 10993-7-2011, TOCT 1SO 10993-10-2011, 'OCT ISO 10993-12-2015, TOCT P 52770-2007,
[OCT ISO 7864-2011

(0603Ha4eHHE HOPMATHBHBIX I0KYMEHTOB, COOTBETCTBHE KOTOPBIM MOATBEPAKACHO JIAHHOM JeK/1apalyeH, ¢ yKa3aHUeM IyHKTOB ITHX
HOPMATHBHBIX IOKYMEHTOB, CONEPKALLMX TPEGOBAHMS ISl IaHHOH IPOLYKLIHH)

Jleknapatmst npuHaTa Ha ocHoBanuu: CepTudnkara Ne 50759-11-00 EN ISO 13485:2012 + AC:2012 ot
07.06.2016 r., Peructpaumonsoro Y ocroeperus Ne @C3 2012/11538 ot 04 anpens 2012 rozna , BbIIAHHOTO
denepanbhoit Ciyx6oii o Hapzopy B Chepe 31paBooXpaHeHHs ( POC3/IPABHAI30P), [IpoTokosel
venbitanuii: Ne 212-H-14/477 ot 11.11.2014 r. WL T'OY AIIO «Poccuiickas MEAMLIMHCKas akaieMHs
HOCIEMIIOMHOTO 06pazosanus M3 PO» (POCC RU.0001.21MM60), No 148-11TT or 14.11.2014 r. UJT OO0
«Llentp Konrpons Kauecrsa OHI (POCC RU.0001 21DdM69); Ceptrdukar Ha CUCTEMY MEHEDKMEHTA
xauectsa Ne BREES.MS001.01784 ot 19.10.2017 mo 19.10.2020, OC "SKOCEPT", arTecTaT akKpeaAMTallUH
BREES.MS.31186.04)KHY0.001 ot 26.03.2014 roaa ji0 26.03.2019.

(MHPOPMALIMS O JOKYMEHTAX, SABJISIOUIMXCS OCHOBAHMEM JUISl [IPHHSTHS JieKJiapaLnm)

Jlata npuHATHS uemmﬁ
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CBeJieHHsl O PErMCTpaLivK AEKIapalii O COOTBETCTBHH
PeructpanuonHsiii Homep RA.RU.11IMI'11, Opran no ceprudukanmu OB1ecTBa ¢ OrpaHHICHHOH
oteerctBenHocThio "HMnean Tect"

(HaMMEHOBAHHE U A/PEC OPraHa 110 cepTU(UKALMH, 3aPErHCTPHUPOBABLICTO JIeK/IapaLi1io)

;@@k\"ﬂgjz\m, Poccus, ropoa Mocksa, yi. [Tapkosas 12-5, om 11, ata 2, kBapTHpa/oduc/momenienre Ne V,
T &-»_,)

Y TPNON
’ ”BCI‘HCTPM?NBWI Homep aekmapanuu o coorercteur POCC DEMI'1 1 J106632, ot 19.10.2017

& (1aTa PErvcTpalMK M PCrHCTPALMOHHLIH HOMCP ACK/IAPALHH)
el YepenaHoBa AHHa AJIEKCaHAPOBHA

(MOANMUCH, MHHLIHAJIDLI, (paMKIIMs PYKOBOAKTC/A Optatia 1o coprrprranmmy




