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PEJEPAJIbHASA CNTY)KBEA MO HAA3OPY B COEPE 3[JPABOOXPAHEHUA
(POC3APABHA/3OP)

PEMMCTPALUNOHHOE YOOCTOBEPEHUE

HA MEJNLIMHCKOE N3AENNE
oT 04 okTa6pa 2021 rogaNe P3H 2015/2445

Ha MeauuMHCKoe usaenme
NHCTPYMEHTbI XUPYPruyecKme Asi HafloXKeHUst ANCTaNlbHbIX aHACTOMO30B

HacTosLee pernctpaloHHoe yA0CTOBEPEHME BbILAHO

O6LWEeCcTBO C OrpaHNYeHHON OTBETCTBEHHOCTLID "MeATPOHUK”
(OO0 ’MeaTpoHUK'™), Poccus,

123112, MockBa, NMpecHeHcKasa Hab., . 10, aT. 9, nomewy. 111, kom. 41

MpounssoanTens
"MeaTpoHukK UHK.", CLLA,
Medtronic Inc., 710 Medtronic Parkway N.E., Minneapolis, MN 55432, USA

MecTo NPon3BOACTBA MEAWLIMHCKOTO M3AeNNs
CM.MPUIOXKEHNe

Homep peructpaumoHHoro gocbe Ne P/1-43986/50826 ot 07.09.2021
Knacc noteHumanbHOro pucka npuMeHeHs MeAULMHCKOro n3aenuns 2a

Kog O6Lepoccrinckoro knaccumkaTopa npoayKLmn rno Bugam sKOHOMUYECKOM
feAatenbHocTn 32.50.13.190

HacTosiLiee perncTpaLoHHOe Y0CTOBEPEHE MEET NPUNOXeHNe Ha 1 incTe

npukasom Poc3gpasHagsopa ot 04 oktaops 2021 roga Ne 9480
[0MyLLEeHO K 06palleHnto Ha TeppuTopumn Poccuiickoin ®enep

3amecTuTeNb pyKoBoauTens deaepasibHOl CyXGbl
Mo HaA30py B Chepe 34paBOOXPaHEHNS A.1O. MaBntokos

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLIMHCKUX U3REM



®EOEPANIBHAA CNYXBA MO HAA3OPY b CPEPE 3PABOOXPAHEHNA
(POC3OPABHAL3OP)

NMPUNTOXEHUNE

K PETICTPALIMIOHHOMY YOCTOBEPEHUIO
HA MEOVLUMHCKOE U3AENUNE

oT 04 okTa6psa 2021 roga  Ne P3H 2015/2445
Nviet

Ha meguumHcKoe nsgenve

MHCTPYMEHTBI XMpYypruyveckue onsa Ha10XeHNsa JUCTallbHbIX aHaCTOMO30B:

1L VIHCTpYMeHT ANns HanoXXeHns aHacToMo308B - SPYDER.

2. VIHCTPYMEHT A/11 CONOCTaB/IeHNs KOPOHAPHOIO LWyHTa ¢ 0TBepCcT1eM B aopTe - Coupler
Device.

3. IHCTpyMeHTbI 4515 BbIKyCbiBaHUS aopThbl - Aortic Cutting Device, Aortic Punch.

4. V'HCTPYMEHT [/19 CO3[,aHNA aHaCTOMO30B C camo3akpbisatowumucs knuncamm - U-Clip.
5. IHCTpyMeHT ans yaaneHus knuncos - Removal Tool.

MecTo nNpon3BOACTBa:

1 Medtronic Heart VValves Division, 1851 E. Deere Avenue, Santa Ana, CA 92705, USA.
2. Medtronic Mexico S. de R.L. de CV, Av. Paseo Cucapah, 10510 El Lago, C.P. 22210,

Tijuana Baja, California, Mexico.
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