AEKJIAPALTNSI O COOTBETCTBUA

ObmecTBo ¢ orpannyeHnoi OTBETCTBEHHOCTHIO ""Mearponux'; 000 "Menrpounx"

(HauMeHoBaHHE OpranmsatHy mi aMuIA, WM, 0TIECTBO HHANBALYARBHORD TPE/NPHHAMATENS, NPHHSIBIIHX NEKTAPALKIO O COOTBETCTBHH)

Mexpationnas urcnekmus DenepanbHOR HATOroBOH cyx0651 No 46 1o r. Mockee, 30.01.2008

CBCACHHA O PEIHCIpaLing OprasM3auuy HHIOUBUIYANEHOTO NPEANIPHHHMATENS

OTPH 1087746137247

(naumenoBanue PCTHCTPHPYIOIIETO OPraua, AaTa perucTpaLiy, PerHCTpALSOBHEHT HOMep)
Anpec: 123317, r. Mocksa, HNpecnenckas nabepesxuas, 1. 10, Tenedon: +7 (495) 580-73-77,
daxc: +7 (495) 580-73-78

(azpec, Tenedoy, paxc)
Bimne  Tenepanproro aupexropa Ilisicyrnogoit Enenrt BHKTOpPOBHEI

(HOmKHOCTS, (aminus, MMs, OTYECTRO PYKOBOMTENA OPraHH3aUkH, OT HMEHN KOTapoil NPHHUMACTCA ACKIapauss)
3asBIseT, 9TO ITopT nubexumonnsii i-Port Advance, BADHAHTEBI HCIIOTHEHHST: MMT-100,
MMT-101, MMT-100T, MMT-101T

(BanMeroBatMe, THN, MApKa RPOIYKLULH {yeayrs), Ha KOTOpYIO pacnpocTpanseTes JeKnapaius)

Kon OKIIA2 32.50.13.110 Kon TH B3/ 9018 90 840 9

kox OKITI2 w1 (usw) TH BB CHI wmi OK 002-93 (OKVH), cBenenns o cepuiinom BBINYCKE WJIH IapTHH
CepuifHB1 BEITYCK

(HoMep nmapTua, HoMepa H3RCARH, PCKBH3NTS! IOrOBOPA (KOHTPAKTa), HaKnajguas)
"YHomennkan a/c", Hanns,
Unomedical a/s, Aaholmvej 1-3, Osted, 4320 Lejre, Denmark
MecTo npousBogcTBAa MENHIHHCKONO H3Aenust
1. Unomedical a/s, Aaholmvej 1-3, Osted, 4320 Lejre, Denmark.
2. Unomedical Devices S.A de C.V., Avenida Fomento Industrial, Lot 9, M3 - Parque Industrial Del
Norte, Reynosa Tamaulipas, 88736, Mexico

HaHMCHOBAHUE H3rOTOBHTCIA, CTDPAHBI ¥ T.1.

cooTsercTByeT Tpebosamuam: ['OCT P 50444-92 (Pasn. 3, 4), TOCT P UCO 9626-2013, T'OCT ISO
10555-1-2011, FOCT P KICO 11070-2010, TOCT ISO 11607-201 1,TOCT P HICO 15223-1-2014, TOCT P
52770-2016, TOCT ISO 10993-1-2011, TOCT ISO 10993-4-2011, 'OCT ISO 10993-5-2011, TOCT ISO
10993-7-2016, TOCT I1SO 10993-9-2015, TOCT ISO 10993-10-2011, T'OCT ISO 10993-11-2011, TOCT
ISO 10993-12-2015

OD03HAYCHHE HOPMATHBHEIX AOKYMEHTOB, COOTBETCTBHE KOTOPBIM NOATBEPKUCHO HaRHOM nekna aLHeH, ¢ yKa3aHHeM NYHKTOB 3THX HOPMATHBHLIX JAOKYMEHTOB,
KY
COOCpKaLHX Tpeﬁosamm s sasyol TIPOZYKIHH ()'CJI yrl H))

Hexnapanus npuHATA HA OCHOBAHHH: IIPOTOKONA TEXHHYECKMX Hcnbitanmii Ne 12P.330-2.016 ot
23.08.2016 WIMM ®I'BY OHKI[ OXM ®MBA Poccum, per. Ne RARU.2IMW25 ot 17.09.2015;
[pPOTOKOJA TOKCHKOJOTHYECKHX HCCIENOBAHHH MEIUIIIHCKOTO m3nenus Ne 39983MU or 19.10.2017
JlaGoparopusit nentp 000 "Hentp Korrpons Kauecrsa OHII", per. Ne POCC RU.0001.21PK75 or
12.08.2014

PerucTpanmornoe ymocrosepenne OQenepaneHoit cnyx6s1 MmO Hamsopy B chepe 3mpaBOOXpaHEHHUS
(POC3OPABHAJI3OP) Ne P3H 2017/6221 ot 07.09.2017

(nudopmauws o KoKyMeHTaX, ABAKIOILHXCS OCHOBAHHEM U1 NPHHATHS ASKIIAPALIH)

Hara npumsTas AgK/aps 19.10.2017

Hexnaparwust- CHCTBUTENBHA J10 19.10.2020

M.IT

ILiacynoBa Ejena Buxroposna
(ununuans:, GaMuusg)

Caenepus. o perucTpaiiuy JeKIapaiyy O COOTBETCTBHE
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00O HEHFRCEPTUOUKALIAN 1 IEKJIAPUPOBAHILS", Ne RA.RU.11MITIS
A\%%/f o '(:‘4/‘«,(,:{}% (HanMeHOBaHKE H aPEC Opraya No cepTHOHKALMHY,
4823508 Meg Baﬁﬁﬁémymn, aom Ne 3, xoprrye 1 tenedon: +7 (495) 783-42-17
AT ‘i’}t ;% 38PETHCTPHPOBABLIENO ACKAGDAIIHIO)
G I8 POCC DK MIT18.J101635 ot 19.10.2017
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\%\W (FOATMHCE, UMD, GAMETHSA PYKOBOAMTEL opraua 1o cepriduranum)



