N )
OEAEPAABHASN CAVKBA ITO HAA3OPY B COEPE 3APABOOXPAHEHWA
(POC3APABHAA3BOQOP)

PETMCTPALIHOHHOE YAOCTOBEPEHHE

HA MEAULIUHCKOE HSL])EJIHE
Ne ®C3 2012/13556
ot 01 anpeasn 2019 roaa

Ha MegunmmHCKOE N3/IeHe
CHcTeMa yAbTPa3BYKOBAS JHATHOCTHIECKAHE Sparq ¢ IpAHAZICHKHOCTIME

Hacrosmee perHCTPAMOHHOE YAOCTOBEPEHAE BRIAHO
Y /| O6mectBo c orpaEEYeRH0H oTBeTcTBeEHOCTRIO "OHIAHIIC" (000 "OWJIHIIC"),
/4 \.{i Poccas, 123022, Mocksa, y.1. Cepres Maxeesa, 1. 13

ITponsBognTens

"®raanc Yastpacaysn, Hak.", CILIA,

Philips Ultrasound, Inc., 22100 Bothell Everett Highway, Bothell, Washington,
98021-8431, USA

MecTo NpoH3BOCTBA MEAMLMHCKOTO H3AETHA
Philips Ultrasound, Inc., 22100 Bothell Everett Highway, Bothell, Washington,
98021-8431, USA

Howmep perucrpanyonnoro jocse Ne PJ1-24419/63172 ot 31.10.2018
Knacc moTeHIHaIBHOTO pACKA IPAMEHEHAA MEIUIHHCKOTO H3/ICIHAs 20

Kox O6mepoccuiickoro xiaccudHKaTopa NPOZYKLHMH MO BUAAM 3KOHOMHYECKOM
AesreapHoCcTH 26.60.12.132

Hacrommee peracTpaimoanoe YAOCTOBEPSHAE HMEET MPHIOKEHAE Ha | ymcTe

~ || nonymeno k obpamenmio Ha Tepprropus Poccuiickol Menepariig
| 3amecraTenns pyxosoxurens Deepanbnoii cirymbst
Q’ o HAX30PY B cdepe 3ApaBOOXPARCHAS




®EAEPAABHAS CAY>KBA T1O HAA3OPY B COEPE 3APABOOXPAHEHMA
(POC3APABHAA3OP)

K PETHCTPALIHOHHOMY YIOCTOBEPEHHIO

HA MEAUWLIMHCKOE U3JEJIME

ot 01 anpens 2019 roga N ®C3 2012/13556

Jimer 1

Ha MezuumHCKOE H3EIHE

CHcreMma yabTPa3ByKoBag IHATHOCTHYecKas Sparq ¢ IpHEHALICKHOCTAMH!:
B cocrage:

1. MosanTop. ¥
2. lanens ynpapienns. e
3. Bnok 6a30BEti. 4 el
ITpuHanne;KHOCTH: i
1. Jlenra 6ymackHas TepMHEYECcKas criendanbHas (He 6otee 5 pyn.). X
2. [arusky ymsTpa3zBykopsie (ae Gonee 14 mr.).

3. Hacagxu Groncuiiniie Ijia yIbTpa3ByKOBBIX AaTunkoB (He 6onee 24 mr.).
4. PyKoBOJCTBO 110 3KCILTyaTAIHH Ha SJIEKTPOHHOM H/WIH GyMaxsoM HocHTene (He Gonee 3 mr.). | L |
5. IlporpamMmeoe ofecniedeHHe CTIEHHATLHOE MEARITHMHCKOE HA 3JICKTPOHHBIX KOCHTEIAX

(ae Gonee 10 mT.). '.
6. [Tepexmouarens HOxXHOHU (nepans) (He Gonee 1 1mT.) ’tf
7. CxaHepHI pyuHble cienBanbHule (He Goree 2 mrT.). & S

8. Ipuntepsl cnemuansaele (He Gonee 4 mt.). <
9. [lonka BHemHAS AONONHUTeNbHAaA (He Gonee 1 miT.). sy *
10. BanHouxa mis mu3zeHdexmun narankos (He Gosee 1 mt.). A
11, KaGemu (me Gonee 10 mt.). A\
12. Oreenerua DKT (ue Gonee 10 mr.).
13. Dnextpoarni IKI (He Gonee 10 ynakoBok). '
14. Kabemu JKI (ue Gonee 10 mT.).

3amecTHTeB pyKoBoauTead Oenepannuot ciryxk0bl
110 HAA30pY B cepe 3ApaBooXpaHecHUS




JAEKJAPAIIAA O COOTBETCTBHH
O6mecTBoO ¢ orpanudenHoii orBercTBeHHOCTRHIO " OUIIHUIIC"
(000 "®UIHUIIC")

(Hauuenonanne OpraHHu3lauyH HIH Q)aMHJ'IHﬂ, HMA, OTYECTBO HHAHBHAYANBHOND NPSANPHHAMATEN, TPHHABIIHX RCKNAPALHIO O COO"I‘BC'I‘CTBHH)
Hucnexuns PenepanbHoit Hanorosoi cnyx6sl Ne 3 o r. Mockee , 02.02.2012

CBEACHHA O PErdCTPalHH OPraHH3alHy HTH HHAHBHIY ANbHONC NPCATPHHHMATEA

OI'PH 1027700044074

(HAHMEHOBAHNE PETHCTPHPYIOWETD OPTaHa, JATA PErHCTPALMH, PETHCTPALHOHHEI HOMEP)
Anpec: 123022, r. Mocksa, yn. Cepres Makeesa, 4. 13, Tenedon: +7(495) 937 93 00, daxc: +7 (495) 937 93
59

(anpec, Tenedon, dakc)
B muue  I'enepanbHoro aupekrtopa KysHenopa MakcuMa EBrensesnya

{mo/pKHOCTS, haMKNiA, HMA, OTYCCTBO PYKOBOAHTENA OPrAHHIALUHY, OT UMEHH KOTOPOH NpHIHMMaeTCH AcKIapalng)
3asgBIAeT, vTO CuHcTeMa yabTPA3BYKOBAs JHATHOCTHYECKAas Sparq ¢ IpHHALICKHOCTAMM

(HAMMEHOBAHNE, THII, MAPKa NPOAYKLUMH (YCNYrH), HA KOTOPYID PacNPOCTPAHACTCA ACKNapaLtu)

Kox OKIIJ2 26.60.12.132 Kon TH BO/J1 9018 12 006 0

xoa OKIIA2 u (wm) TH BOJ CHI man OK 002-93 (OKYH), cBeacHHA 0 CEpHHOM BHIMYCKE HAH NapTHH
CepuifHBLi BBITYCK

(oMep NapTHH, HOMEPa HINENUH, PEKBH3HTH AOTOBOPA (KOHTPAaKTa), HAKTARHAN )
"®unance Yiastpacayua, Hak.", CIIIA,
Philips Ultrasound, Inc., 22100 Bothell Everett Highway, Bothell, Washington, 98021-8431, USA
Mecro NPOH3IBOACTEA MENHIHHCKOI0 H3JC/IHA;
Philips Ultrasound, Inc., 22100 Bothell Everett Highway, Bothell, Washington, 98021-8431, USA

HAHMEHOBAHHE WINQTOBHTENA, CTPAHBI H T.IL

cootBetcTByeT TpeboBanuam: ['OCT P 50444-92 (p. 3, 4), TOCT P M3K 60601-1-2010, TOCT P
50267.25-94 (MDK 601-2-25-93), 'OCT IEC 60601-2-51-2011, TOCT P M3K 60601-2-37-2009, I'OCT
P M3K 60601-2-18-2014, I"'OCT 25995-83 (nm. 1.9, 2.2 - 2.14), TOCT IEC 60825-1-2013, 'OCT
31581-2012 ( Pazgens1 6, 7, 12)

(0603HAYEHHE HOPMETHBHBIX JAOKYMEHTOB, COOTBETCTEHE KOTOPRIM NOATBEPAKACHO JaHHOH Acknapaumeit, ¢
YK3AHHEM MYHKTOB STHX HOPMATHBHEIX AOKYMEHTOB, COACPXAUIHX TpeOOBAHHA ANA AaHHO#H NPoAYKUMK (yenyru))

Jeknapaius NpYHATA HA OCHOBAHHH: MPOTOKOJA TeXHHYecKuX HenbTanuii Ne 2018-724.1 or 04.10.2018
HJ1 3A0 "He3aBucHMEIHA MHCTHTYT HCNBITAHHH MeauupHckoil Texuukn", per. Ne POCC RU.0001.517966
ot 15.04.2015

PerucrpanuonHoe yroctoBepenne OenepanbHoii cnyx6hl N0 Hafzopy B cdepe 34paBooXpaHeH s
(POC3OPABHAJT30P) Ne ®C3 2012/13556 ot 01.04.2019

(MHGOPMALIHA O JOKYMEHTAX, ABAIOIWLMXCA OCHOBAHHEM JUIA NPHHATHA ACKNEDALIHH)

yaTHA pexnapanupr  12.04.2019

.. COOTBETCTBHH JCHCTRHTENBHA A0 12.04.2022

)

Kysnenos MakcuMm EBrenbeBuy
(uHHIAATEL, haMHITHA)

by ] OBHa
‘- FroropuTtens Otnena
i ynpaBneHWI0 KAYEeCTBOM
000 «DUANNC:
no NOBEPEHHOCTH
CBC,IIEHPIFI O pETrHCTPAallHN ACKIapaliid ¢ COOTBETCTBHH

dIEHTP CEPTHOHKALIMU Y NEKJIAPHPOBAHHA1», Ne RA.RU.11MII18

{HaKMEHOBANHE H AAPES OpraHa NG cepTHGHKALIMM,
. MuéBaukn, nom Ne 3, kopriyc 1 tenedon: +7 (495) 783-42-17

3APETHCTPHPOEABLUEND JEKNAPALIHIO)

A U A-US.MIM18.B.00763/19 ot 12.04.2019 pgevictByeT n0 12.04.2022
' /) ( FHCTPALHH H Perk: HBIHi HOMEP AEKNAPALHH)
ﬁ:ﬁ« e, o o ' ch_i ’ af ) AN, doko

i g {3 ';" o (NOANHCE, HHHLMANK, PaMUTHA PYKOBOAHTENA OPraHa 1o cepTHOHKALHAY



CucreMa ylbTpa3sByKOBasg AHArHOCTHYECKAA Sparq ¢ NPHHALIEKHOCTAMH

B coctase:

1. Monurop.

2. [Tasens ynpasnienus.

3. bnoxk 6a30BBIi.

IIpuHaIEKHOCTH:

1. Jlenta OymaxHad TepMHUSCKas crienHansHas (He 6onee 5 pyin.).

2. JlaTuuku yneTpa3ByKoBsle (He Gonee 14 mr.).

3. Hacaaxu Guoncuiinbie 1A YISTPa3ByKOBRIX JaTUHKOB (He Gonee 24 wmT.).

4. PyKoBOJICTBO [0 KCILTyaTAlHM Ha YNIeKTPOHHOM W/ GymMaxHOM HocuTesne (He Gonee 3 mr.).
5. TporpamMmHoe ofecneyenue CIENHATBHOE MEHIUHCKOE Ha SIIEKTPOHHEBIX HocuTex (ae Gonee 10 mt.).
6. IMepexmouarens HoXHOI (menans) (He Gonee 1 mT.)

7. CkaHepH! pydHEIE creUanbHbIE (He Gonee 2 miT.).

8. IlpuaTEpH cienuanbHEIe (He Gonee 4 wWIT.).

9. Ionka pHemHAs JONMOMHHTENEHAA (He Gonee 1 mT.).

10. Bannouka nna auzendekunn aatuukoB (He 6onee 1 mrr.).

11. Kabenu (ue 6onee 10 mr.).

12. Oteepenua KT (ue 6onee 10 mr.).

13. Snextpoast OKI" (He 6onee 10 ynakoBok).

14. Kabenu KT (ue Gonee 10 mir.).

Ky3nenos Maxcum EBrennesuu

: Bnanumu poBHa (MHHIMANTE, HaMAIas)
Pykosoputene Otaena
no yngasneﬂmo Ka4eCTBOM
GO «®UNTAUNC:
no AOBEPEHHOCTH

CBe,ueHw[ 0 PEerHCTPALMH AEeKIapaliy O COOTBETCTBUH

OO 1] P CEPTUOUKAILIMH U JEKJIAPUPOBAHMA», Ne RA.RU.11MIT18
b L & (HANMCHOBAHHE H AAPEC CPraHa No cepTHUKALMY,
5/ V23308, M OuREa, yi. Mugsruku, noM Ne 3, kopnyc 1 tenedon: +7 (495) 783-42-17
= / 5 : --'1"';-5,. s \sal 3APErHCTPHPOBABLIETO AEKNAPALHIO)
LpAte RU 1-US.MN18.B.00763/19 ot 12.04.2019 geiicTeyeT Ao 12.04.2022
b\ Mg ey {DaTa perucTpaLMH H peru HHBI HOMED AelUIapaliH)
ML 072058 Z‘iﬂ; A JKoxo

{moAnMCh, WHHLMANE, (aMITHA PYKOBOAMTENA OpraHa no cepTHgMKaUHi)



