AEKJIAPAIIMA O COOTBETCTBUA

ObmectBo ¢ orpapndennoil orgerereenHocThio "Kosmwnen Espasus’'; 000 "Kosuauen Eppasus'

(HANMEHORAHNE OPTAHH3AN MK aMIIIHA, HMs, OTYECTBO HHANBHAYAISHOrO IPEATPHHUMATER, TPHHABLIKX ASKIIAPALMIO O CODTBETCTBHHE)
Mesxpationnas nacnexims Desepanbroil Hazorooii c1y:x6s1 Ne 46 mo r.Mocxse , 23.07.2001

CBCACHHA O pEFHCTPalKHK OpraHd3anii HHH HHAHMBHAYANEHOTO NIPEAIIpHHUMATENA

OI'PH 1027739579284

(HAHMEHOBAHME PETHCTPHPYIOUIEr0 OPFaHa, JaTa PErHCTPallH, PErHeTPalMOHHEIR HoMep)

Anpec: 105120, r. Mockea, nepeynok CeipomstHavecknit 2-i, nom 1 tenedon: +7 (495) 933-64-69

(agpec, TenedoH, dakc)
B mme  T'emepanbnoro gupekropa bokogoit Mapuu JIsBoBHEI

(AOIKHOCTE, (PRMUNNS, HMA, OTYSCTEO PYKOBOIMTERI OPraHH3AIMY, 0T HMEHH KOTOPOIA NPHHHMACTCA ZeKNapauya)
3asBHSET, 4TO HHeTpyMeHTBI XUPYPIrHYMecKHe YABTPA3BYKOBbBIe A1 annapara Autosonix
¢ IIPHHALJIEKHOCTAMH

(BaMMEHOBAHYE, THIT, MAPKA NPOAYKIEMH (YCIYIH), Ha KOTOPYIO PACTIPOCTPAHACTCA ACKIIADAHHA)

Ko OKII 94 4450 Kog THBI 9018908409

ko OK 005-93 u (umu) TH B3 CHI™ mnur OK 002-93 (OKVH), caefienus o cepHiiHOM BEUTYCKe HAH APTHA
CepuiiHbI! BBIIYCK

{HOMep MapTHLE, HOMEpa HIAENUi, PeKBU3UTE AOTOBOpa (KOHTPAKTA), HAKIAAHAA)

"Kosuauen Jlic" , CIIIA,
Covidien Llc, 15 Hampshire Street Mansfield, MA 02048, USA

HAUMEHOBAHHE H3MOTOBUTES, CTPAHL H T.IT.

cootBercTByeT TpeboranuaM: [OCT P 50444-92 (p. 3,4), TOCT 19126-2007 (p 5), FOCT P 52770-
2007, TOCT ISO 10993-1-2011, TOCT ISO 10993-5-2011, I'OCT ISO 10993-10-2011, 'OCT ISO 10993-
11-2011

(ofo3Ha"eHNe HOPMATHRHELX AOKYMEHTOR, COOTBETCYBHE KOTOPHIM MOATBEPKACHO AaHHOH AcKrapaLiell, ¢ YKa3aHHEM MYHKTOB STHX HOPMATHBHBIX
JNOKYMEHTOB, coJepxaulix Tpebopannd A JaHHOH MPORYKIHH {YCIyTH))

Hexnapanua npUHATa Ha OCHOBAHHH: NpoToKoNa uenbrranmii Ne 212-H-14/203 ot 29.08.2014 UL I'OY
JIIO  "Poccuifickas  MEJMIIMHCKAs  aKaJeMMs [OCHCIMIUIOMHOTO oOpazoBaHus MHHHCTEPCTBA
3npaBooxpaneHusa Poccuiickoii @enepanun”, per. No POCC RU.0001.211M60, 24.06.2010 — 24.06.2015;
3aKITI0YCHHH TOKCHKOJIOTHUecKuX uenbrtanui NeNe 3053.014, 3054.014 ot 29.08.2014 ®I'Y "HUM OXM"
OMUBA Poccun, per. Ne POCC RU.0001.21MM33, 14.07.2010 - 14.07.2015

Perucrpanyonnoe yiaoctosepenne ®PesepaibHoll ciykOpl M0 Hagzopy B cdepe 3ApaBOOXpAHEHUS H
cormaneroro passurug Ne ®C3 2011/10135 ot 24.08.2011

(srbopMARMA O AOKYMEHTAX, SRAAIOIIMXCS OCHOBAHHEM A NMPHHATHS ICKAApALH)

Hata npungarug gexnapamuun  01.09.2015

l:[e}cﬂapauna O COOTBETCTBHH JCHCTBHTENLHR JI0 01.09.2016

boxosa Mapus JIsBoBHA
(mHUIHATEL, haMHIIHI)

3apemcmuponasmero ,uexnapaumo)

POCC US.HIM41.7105563 ot 01.09.2015

{ZaTa perucTPALUK H PErHCTPALACHHEIT HOMED JeKTAPAIHu)

<— AL, Joxo

(MOAMMCE, HHMUMANGL, (FAMAAKMA PYKOBOJHTEAA OPTAHA 1O CepTHMKALEN)

\\j MDCK%ﬁa"



I. MaCTpYMEHTHE XMPYPrHYECKHE YIbTPa3BYKOBRIC JUIA anmaparta Autosonix:

1. YIpTpa3ByKoBEIE TPAaHCHBIOCEPH C COSUHNTENBHEIMH KaOeIaMu.

2. HOXHMIIEI yNIBTPa3ByKOBEIE CTaHAPTHEIC, KOPOTKHUE, NITHHHEE.

3. KproukH yibTpa3ByKOBbIE CTaHAAPTHEIC, KOPOTKHC, JTHHHEIE.

4. UHCTPYMEHTHI yIBTPa3BYKOBEIC IIapo0oGpasHEIE.

IL. IlpuHanneKHoCTH:

1. Kabenn coepnurenpube - He 6onee 100 T,

2. Ajanreps! ¥ NepeKIIOYaTeNs ¢ COSIHHHTEIBHBIME KabelsiMu u 6¢3 HuX - He bosee 100 mr.
3. IloacTaBku-aepxarent - He Gonee 100 .

4. OyTnapsl TpaHcIOpTHEE - He Gojtee 100 .

III. Oprasu3zanus-u3roTOBHTENb:

- Covidien, formerly registered as United States Surgical, a division of Tyco Healthcare Group LP, 150, Glover

Avenue Norwalk, CT 06856, USA.

bokosa Mapusa JILBoBHA
(MrunMane!, QaMuus)

O PErUCTPALHH AEKIIAPALUY O COOTBETCTRHH
TECEPTUOUKAITAN U IEKJTAPUPOBAHMSA", Ne POCC RU.0001.111M41

{HaMMEHOBAHHS ¥ AApEC OPTaHA 0 CePTHHUKALMH,

Be y1. MHeBHuKH, 1oM Ne 3, kopitye 1 Tenedon: +7 (495) 783-42-17
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i 3E) POCC US.MIM41.J105563 ot 01.09.2015
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T EEN A.JL loxo
lé.,.? el :f‘j {noanych, NHELMANE, HhaMuAHA PYKOBOAHTENI OPTaHa 110 CepTHRUKALIMH)
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