NEKJIAPAIIHAS O COOTBETCTBHUU
O6mecTBO ¢ orpannyeHHoii orBercrBeHHOCTHIO "OUJIUIIC!
(000 "ONJIHUIIC")

(Hanmeuoaauue OpraHH3auHH WiH d)amunuu, HMA, OTHECTBO HHAHBHAYATLHOIO NpEeANPHHUMATEA, NPUHABLWIHXX ACKAapallHio O COO’I'BCTCTBHH)
Uncnexnus OenepansHoii Haoroeoii ciyx6s1 Ne 3 no r.Mockse , 02.02.2012

CBEJICHHA O PErucTpauny opraHi3auldy WAH HHAHBHAYANbHOIO NPEeANpHHUMATENSA

OI'PH 1027700044074

(HaUMeHOBAaHHE PErHCTPUPYIOLLENO OpraHa, IaTa PErucTpaLiH, PErHCTPatMOHHEIR HoMep)

Anpec: 123022, r. Mocksa, yi. Cepres Makeesa, A. 13, Tenedon: +7(495) 937 93 00

(aapec, TenedoH, dakc)
B e T'enepansHOro aupexropa Bockepusina ApMaHa OMIIIBEBUYA

(10mKHOCTD, GaMuTHA, HMS, OTMECTBO PYKOBOIHTENS OPraHK3auMH, OT HMEHH KOTOPOH NPHHHMAETCA AeKaapauma)
3asBiseT, 4TO Hedubpunasrop HeartStart FRx ¢ npunaaiexnocTamMu

(HauMEHOBaHMe, THII, MapKa NPOAYKUHH (YCIYTH), HAa KOTOPYIO pacnpoCTpaHAeTCA ACKapalus)

Koa OKIIA2 26.60.13.130 Kox TH B2 9018 90 840 9

xoa OKIA2 u (unn) TH BOJA CHI™ unu OK 002-93 (OKVYH), ceeaeHHa 0 cepHitHOM BBIMYCKE HIIH MApTHH
CepuitHblii BEITYCK

(HoMep napTH, HOMEpa H3AENH, PEKBH3UTDLI 10rOBOPa (KOHTpAKTa), HAKNaaHaA)
"®ununc Meaukaa Cucremc'', CIIA,
Philips Medical Systems, 22100 Bothell Everett Highway, Bothell, WA 98021, USA

HaWMCHOBAHHE W3IrOTOBHTENA, CTPaHbl H T.0I.

cootBetcTBYeT TpeboBanusam: ['OCT P 50444-92 (p.p. 3, 4), 'OCT P M3K 60601-1-2010, 'OCTP P
MDOBK 60601-2-4-2013, TOCT P M3OK 60601-1-2-2014

(0Go3HaueHIte HOPMATHBHBIX AOKYMEHTOB, COOTBETCTBHE KOTOPBIM MOATBEMICACHO AaKHOH Aeknapaunel, ¢
YKa3aHHEM MYHKTOB 3THX HOPMATHBHBIX JOKYMEHTOB, COepxatuyx TpeGoBaHNs /LS JaHHON NPOAYKLHH (yCyrH))

Jlexnaparius MpUHATA HA OCHOBAHHM: MPOTOKOJOB ucnbrranuit NeNe 2016.TD-38.12CD; 2016.D-38.12CD
ot 14.12.2016 OO0 UJIL "MenTectIIpubop", per. Ne POCC RU.0001.21MI126 ot 22.07.2015;
Peructpanuontoe ynoctosepenue @enepansHoii iy 05! 10 Han3opy B cdepe 3ApaBooXpaHeHUs
(POC3APABHAJI30P) Ne ®C3 2008/02312 ot 14.08.2017

(nndopmaLna 0 AOKyMEHTAX, ABRAIOIMXCA OCHOBAHHEM [UIA NPHHATHA JCKNAPaLHH)

Hara npunstus gexnaparuu~ 23.08.2017

Jexnapanys 0 COOTBETCTBHH JeHCTBUTENBHA 10 14.12.2019

Baxsanosa

Unsra Bna
PycosonirenBO el dfin Apman DmuibeBuy

no ynpaBneHunio Kavec
000 «dUNMNC, AHALAATEL, hamMuis)

10 AOBEPEHHOCTH

XQLEEHTP GEPTUOUKANNU Y NEKJIAPUPOBAHMT», Ne RA.RU.11MIT18

3apernCTpHPOBABLIErO ACKIAPALHIO)

POCC US.MIT18./101445 ot 23.08.2017

(naTta perucTpauny H perHCTpaLypHHBIN HOMED AekIapaLiii)

A . oxko

LYY i
SUCKBA (noANHCh, HHULKMANL], aMHIIUE PYKOBOAWTENS OpraHa o cepTHdHKauun)



Hebubprmmarop HeartStart FRx ¢ npunagnexxnocTsamu:

[IpunannexHocTy:

1. Ilporpammuoe obecneuenue - (ot 1 10 3 mTyK).

2. UndopmanuonHslit kabenp - (ot 1 go 10 wryk).

3. DnexTpozs! A1 B3pOCIBIX U AeTel - He Gosee 5 ynakoBok (1 ym. - 2 miT.).

4. DnexTpos! Ui TPEHUPOBOYHOU Aebubpuinsmnuu - He 6onee 5 ynakoBok (1 ym. - 2 mt.).
5. Kabenu ans snexrponos - (ot 1 mo 10 mTyk).

6. barapes LiMnO?2 - (or 1 mo 10 mTyk).

7. CyMKa i1t TpaHCIIOPTHPOBKH - (0T 1 10 5 1TyK).

8. YcrpoiicTa i kpernenus nepubpususiropa - (ot 1 10 5 mTyK).

9. Ha6op crapToBBIii:

- OIHOpa30BbIe NEPYaTKH - 2 Napkl;

- Macka - 1 mr.;

- MEAULIUHCKHE HOXHULEI - 1 1IT.;

- 6putsa - 1 wrT.;

- 6yMa)kHOE MOJIOTEHIE - 1 1T

10. Kimrou i neubprimnsuun netelt/rpyaubix aerei - (ot 1 mo 3 mryk).

11. PyxoBoacTBO nosns3oBarens - 1 mr.

12. CepBucHas HHCTpYKIMS - 1 1IT.

13. Hacrennsiit 3nak AH/] - (ot 1 o 3 wtyk).

14. Buytpennuit anantep MaHekeHa - (0T 1 10 3 mrTyk).

15. Buemnuit anantep MaHekeHa - (0T 1 10 3 mryk).

16. ®anTOM B3pOCIIOro NanueHTa A1 00ydYeHHss METOAUKE HATO)KEHHS SJIEKTPoAOB - (0T 1 A0 3 mTyK).
17. ®anTom pebenka/rpyanoro pebeHka st 00y4eHHs] METOAMKE HAJIOKEHHUS 3JIeKTpoIoB - (0T 1 1o 3 mTyK).
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y ?' % ig 3aperucTpHpoOBaBUIErO ACKIAPALIMIO)
: 'E' ) )’) POCC US.MIT18.7101445 ot 23.08.2017
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’» ’“Ke A 7 2 (noanuch, HHUUManbI, PamiIng PyKOBOAHTENS OpraHa no cepTudukaitim)




