[ H [ EBPA3UACKUN 3KOHOMWUYECKUINA COIO3
OEKNAPALIMA O COOTBETCTBUMN

3asBuTtens: OBLECTBO C OrTPAHUYEHHON OTBETCTBEHHOCTbLIO "MEATPOHUK", MecTo
HaxoxaeHnus: 123112, POCCUA, I MOCKBA, HAB. NPECHEHCKASA, O. 10, STAX/TTIOMELL./KOM.
9/111/41, OI'PH: 1087746137247, Homep TenedoHa: +7 4959336469, Aapec aneKTpoOHHOW NOMThbL:
info.russia@medtronic.ru

B nuue: MTEHEPANbHbLIV AUPEKTOP MNACYHOBA ENEHA BUKTOPOBHA

3asaABNAET, YTO Momna uHcynuHosan the MiniMed Paradigm REAL-Time ¢ cUCTEMOiA NOCTOAHHOTO MOHUTOPUPOBAHUA FNIOKO3LI, Mogenn MMT-522, MMT-

722, ¢ npuHagnexHocTaMnu v 6e3 npuHagnexHocTen

Warotosutens: "MeaTpoHuk MuiuMea", ("Medtronic MiniMed"). MecTo Haxoxaenus: CoeguHentbie LTaTe AMepuky, 18000 Devonshire street, Northridge, CA
91325, USA (GLN — 0673978000398), Aapec MeCTa OCylecTBNEHNs AeATENbHOCTU N0 W3roToBNeHuo Npoaykumn: CoeguHerHble Ltatel Amepuku, Medtronic
Puerto Rico Operations Co., Juncos, Road 31, Km. 24, Hm 4, Ceiba Norte Industrial Park, Juncos, PR 00777, USA, 0673978000503; JAHWUA, Unomedical a/s,
Aaholmvej 1-3, Osted 4320 Lejre, Denmark, 55.560193, 11.954778, MEKCUKA, Unomedical Devices S.A. De C.V., Avenida Formento Industrial Lote 9 Manzana 3
Parque Industrial Del Norte Reynosa, C.P. 88736, Mexico, 26.049314, -98.356087, KOCTA-PUKA, SMC Costa Rica Division S.R.L., Building B48, Ave 0 Zona
Franca Coyol, El Coyol, Alajuela, Costa Rica, 27.695495, -41.520430

[loKyMeHT, B COOTBETCTBUM C KOTOPbIM WIroToBNeHa NPoAYKUMA: AupekTuea Ne 2014/30/EU Esponetickoro napnamenTa u Coseta ot 26 thespans 2014 r. «O
rapMOoHM3aLMM 3aKOHOAATENBLCTB rocyAapcTB-yneHos EC 8 06nacTi 3neKTpOMarHNTHOW COBMECTUMOCTMUY

Koael TH B3 EA3C: 9021909009

CepuiHbIf BbiMycK,

CootBetcTByeT TpebosaHuaMm TP TC 020/2011 SnekTpomarHuTHaa COBMECTUMOCTb TEXHUYECKUX
cpeacTs

Deknapauusa o COOTBETCTBUYU NPUHSATaA HAa OCHOBaHUKM npoTtokona 2022.D-10.03CP sbipaH
14.04.2022 wcnbiTaTensHon nabopaTtopuen "OBLLECTBO C OrpaHUYEHHOW OTBETCTBEHHOCTBLIO
WcneitatensHei nabopatopHbii LieHTp "MeaTectMpubop™ POCC RU.0001.21MIM26; Cxema
aeknapvposanuns: 34;

HdononuutensHasa umbopmauml CraHpapThb! U UHbIE HOPMAaTUBHbIE foKYMeHTLl: TOCT P M3K 60601-1-2-2014,
Wapenua meavumHckne anextpuyeckue. HYacts 1-2. O6wme TpeboBaHWs 6e30nacHOCTU C YHETOM OCHOBHbIX (hbyHKLIMOHATBHBIX
xapaktepuctuk. Mapannenbkblf cTaHaapT. JNeKTpoMarHUTHas COBMeCTUMOCTk. TpebosaHus u ucribiTaHus; , CpoK roaHOCTH:
18 MecsleB yKa3aH u3rotoBuTenem B AOKyMeHTaunum Ha npoaykuuio.

Hexnapauus o cCOOTBETCTBUM AeACTBUTENBbHA C AaThl perucTpauyum no 13.04.2027
BKNIOYUTENBHO

M. M.

NNACYHOBA EJIEHA BUKTOPOBHA

{®. U. O. sanBuTens)

PerucTpaunonissif Homep neknapauum o coorsetcTBun:  EASC N RU O-US.PA03.B.08244/22

Aata perucTpauuu geknapauum o cooTBETCTBUM: 14.04.2022



