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CHUSI
®EJIEPAJIBHAS CJIYKBA 11O HAJI30PY CyGBeKTaM A

B COEPE 3/IPABOOXPAHEHUS MEIULIMHCKUAX U3eTUI
(POC3/IPABHAI30P)
PYKOBOLHTEIH PyKoBOIUTEISIM
Cnasuckas . 4, crp. 1, Mocksa, 109012 TeppHTopI/IaHI)HBIX
Tenedon: (499) 578 02 20; (499) 578 06 70; (495) 698 45 38
www.roszdravnadzor.gov.ru OpraHoB POC3I[paBH an3opa
OF.08.2024 v O1U-88 1Y
MeauLMHCKAM OpraHU3alMsIM
Ha Ne oT
| O GesonacHoct ] Opranam ynpaBJ/eHHs
METLMHCKAX H31€/MH 3[[paBOOXpaHeHHEM CYOBEKTOB

Poccuiickon ®Penepanuu

QenepanpHas ciyx0a mo Ham3opy B cepe 31paBOOXpPaHEHHS B paMKax
HCIIOJIHEHUS. TOCYJAPCTBEHHOM (YHKIMH 1O MOHHUTOPHHIY 0€30MacHOCTH
MEIAMLMHCKUX HM3/e/ni, HaXo[AIMXcsa B OOpalleHHH Ha TeppuTopuH Poccuiickoi
®enepanyy, DOBOOUT OO  CBEIEHUA  IHUCHBMO 000  «MenTpoHHK»,
YIOJHOMOYEHHOTO TPEeNCTAaBUTENs IPOM3BOAMTENS] MEJMIMHCKOrO  H3JeNHs,
O HOBBIX JIaHHBIX IO 0E€30MMaCHOCTH IPH MNPUMEHEHWH MEIULIMHCKOro H3Jelus
«ITomna wHcynuHoBas MiniMed 740G ¢ npuHAIIEKHOCTIMHY», [POU3BOJICTBA
«Mentponuk MunuMeny, CIIIA, peructpannoHHoe yaoctoBepenue ot 16.05.2022
Ne P3H 2022/17156, cpok iefcTBUsl HE OrpaHUYEH.

B ciydyae HEOOXOOMMOCTH IOJIYYEHHUS JOIOJHHUTENBbHOW HH(MOpMALUK
obpamatecs B OO0 «MeATpoHHK» [0 KOHTAKTHBIM JaHHBIM, YKa3aHHBIM B
MIPUIIOKEHHH.

[Ipunoxenue: Ha 2 11. B | 3K3.

/
/CZ,C/[’C/ A.B. CamoiinoBa
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Medtronic

O6roBaenne K yseAOMIeHmO 0 npobaeme Ge30nacHOCTH
Momna mrcynnnosana MiniMed 640G ¢ npuHaaneHOCTAMM
(Perucrpaumosnioe yaocrosepenme N2 P3H 2017/6255 or 18.04.2022)

Nomna uHcynuHosas MiniMed 740G ¢ npuHagnexHocramn (Perncrpaunonnoe
yaocrosepenne Ne P3H 2022/17156 ot 16.05.2022)

Momna uHcynuHosas MiniMed 720G ¢ npunagnexHocTaMu (PermcTpaunonHoe
yaocrosepenne Ne P3H 2022/17159 or 24.11.2022)

Nomna uHcyauHosaa MiniMed 780G c npuHagneHocTamy (PerncrpaynorHoe

yaocrosepenne Ne 2022/17160 or 16.05.2022)

Yeegomnexnune
HHCcynuHOBan nomna BHYTPEHHWH HOMEDP KOMNAHUM
Hrcymrosas nosna MiniMed 640G MMT-1711, MMT-1751
Hucyaunosas nomna MiniMed 720G MMT-1809, MMT-1859
Hucyrauosas nommna MiniMed 740G MMT-1811, MMT-1861
HMucyaunoras nommna MiniMed 780G MMT-1885, MMT-1895

Maix 2024 1.
Komrpoxsumit momep Medtronic: FA1249
Veawaemsrit mapriep-pacrpubsiorop / nocrasmux yoryrl

Bsi monyssure 970 IHCHMO, NOTOMY ¥TO, COTMEACHO NANIHM JAHHEBIM, Y ORHOTO HIM HECKOMBKAX Bamumx xmentos mueercs
Tomna wmcyaunosas MiniMed 640G ¢ npumamiewmocTsmu wiam Tlosmma wmcynsnrosas MiniMed 720G ¢
npunapaexuocraMy, [losmua wncyaunosas MiniMed 740G ¢ npumaarexuocrsmu, [loxma wacyxmnosas MiniMed 780G ¢
OPHHAAICKHOCTAMK. Panee Mul yxe ofpamanics Kk Bam no nosogy axropsrsa geficTauit ¢ kpumxo Garapeitnoro orceka Ha
STHX NOMNAX, KOTOpWE CTefyeT npexAnpuaATh Bammm mmmentam. Coofmaem, wro Bamm xamenTst moaydar mpu
BeolXOAMMOCTH XphimiKy GarapefiMoro orcexa (BHyTpewHue Homepa kosaammn ACC-1529, ACC-1528) wa 3amenmy.
Baarozapes Bac sa repuenwe. Mat moctosuso paGoTaes Hax noBsimenwes kawecrsa oScayxmsanma Bamux winentos. Hx
6e301acHOCTS — HaNI IIABKEI TPHODHTET.

Bsr kax ZHCTPHGBIOTOP / MOCTABIIME YCIYT NOTYYHTE HACTPYKIHM O TOM, KEK 33IPOCHTE 3aNacHhle KPHUKW Gatapeiinore
orcexa (sEyTpennne mosepa xomnanun ACC-1529, ACC-1528) a1s CBOMX KAKEHTOB.

WM
Casmxurecs ¢ komuauuel Medtronic, 9To6bt 3anpOCHTS 3anacHbie KPhirkH GaTapednorD OTCexa (BHyTpenuHe HOMepa
xommarru ACC-1529, ACC-1528) mist CBOHX KIHEHTOB.

* 3anomuwre m ornpassre opsty nopTeepxaeHus ASHCTBMA B OTHOWEHMM HANOARTEHCH B OOPAIMEHHHE NPOAYKIMH,
wro6i nOATBEpAMTS, Wwro B DpowMTATM W NONANN NHNOE YBEAOMIEHME, A TAIOKE PACHPOCTPANIUTH KPHINNGH
Batapefimoro otcexa (sRyTpennme Homepa kosmnarnn ACC-1529, ACC-1528).

Coobuure 8 xommanmo Medironic 0 AOGHX HEKERATENILRBIX ABICHARX HAKH O APYrHX npobAeMax, CBUSAHHAX C
HCHOMBLIOBIHNEM Balivy KIHEHTMI JARHOTO H3/ie/ s, OOPaTHBINHCH B HANY CAYROY HoAtepxKH Medtronic: 8 800 200 76
36.

Komnerenrasie opraus Poconficxost Pegepamns Grum NOCTABIENE B H3BECTHOCTH 06 310 Mpoinese.
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Jax mac 3 Medtronic 6e30BacHOCT: NAIHENTOB — TARBHHN WPUODHTET, B MM CTPEMEMCE ofecneynsars GesomacHme W
adppexrnsrme Meroan nevenus. Ml NPHHOCHM HSEHHEHHS 33 MmoDHe ReyAolcTsa, KOTOpMe Mower nocrasurs Bam ata
npofinexa, u Sraronapos Bac 32 10, 4TO yASUNK BpeMs # BEUMARME FTOMY BKHOMY YBEAOMACHNIO 10 Ge30IICHOCTH.

C ysaxeurnewm,
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