Bbinucka
u3 ['ocyrapcTBeHHOI0 peecTpa MEAMUUHCKUAX M3/1eJIMH U OPraHUu3auui
(MHAMBUIYAJBbHBIX NPEANPUHUMATEJIEN), OCYLHIECTBJIAIIUX IPOU3BOJACTBO U

HU3r0TOBJIEHHE MeIUIIUHCKUX U3eJuil, mo cocTostnuio Ha 10:10 23.01.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIN HOMEpP peecTpoBoii 3anucu: 169107;

2. Peructpanmonusiii Homep Meauimackoro u3aenus: P3H 2014/2234 (EPYJI - 1'004-00110-
00/02932690);

3. JlaTta rocy1apcTBEHHOM perucTpaliui MEIUIIMHCKOTO U3/eN1s/BHECEHUS U3MEHEHUH B
MmeauiuHckoe n3penue: 03.08.2023;

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumeHnoBanue MmeauuuHckoro u3nenus: Cucrema ynbTpa3BykoBas auarHoctuueckas EPIQ ¢
npuHaIeKHOCTIMU. BapuanThl ucnioaHeHus: EPIQ 5, EPIQ 7, EPIQ u EPIQ Elite:

I. Cucrema ynprpasBykoBas quarHoctuueckas EPIQ B BapuanTax ucnonnenus: EPIQ

u EPIQ Elite:

1. biiok 6a30BBIli ¢ MOHUTOPOM M HOXKHBIM TIEPEKITFOYATENIeM, TPOU3BOICTBA KOMITAHUH

Philips Ultrasound, Inc., CIIA.

2. PykoBo/1cTBO MOIB30BaTENsI HA OyMaXKHBIX /WM SJICKTPOHHBIX HOCUTEISX - HE

6onee 15 mr.

3. Hatunku ¢ kKoHBekcHOU Matpunieit: 3D9-3v, u/unu C10-3v, u/unu C10-4ec, u/umu C5-1, u/umu C8-
5, w/unm C9-2, w/umu V6-2, w/unu V9-2, w/umn mC7-2, PY Ne ®C3 2010/08784 - ue 6oinee 15 .
(Tp1 HEOOXOUMOCTH).

4. Natunku KapaHnamseie (BoaHoBeie): D2cwce, n/mmm D2ted, w/mmu DScwe,

PY Ne ®C3 2010/08784 - e 6onee 15 mr. (mpu HEOOXOAMMOCTH).

5. Matumku ¢ muHeHoM Matpune: L12-3, w/wm L12-5, w/wmm L15-710, w/wmm eL18-4, w/wnmm L18-5,
/v VL13-5, u/unu XL14-3, w/unu L12-3 ERGO, PY Ne ®C3 2010/08784 - ne

6onee 15 mr. (mpu HEOOXOTUMOCTH).

6. latunku ¢ dasupoBaHHOM (CeKTOpHON) MaTpuIieit: S12-4, w/wmm S5-1, w/umm S7-3t, u/unm S8-3,
u/vim S8-3t, w/mmm X5-1, u/vm X6-1, u/umn X7-2, u/vnn X7-2t, u/unn X8-2t,

u/unn S9-2, PY Noe @C3 2010/08784 - e Gonee 15 mt. (mpu HEOOXOAMMOCTH).

7. Natuamk ynerpasBykoBoit X5-1c mis EPIQ u EPIQ Elite, npousBoactsa komnanuu Philips



Ultrasound, Inc., CIIIA.- e 6onee 15 mT. (Tpy HEOOXOAUMOCTH).

8. Jatuuk ynsrpassykoBoit mC12-3 ans EPIQ u EPIQ Elite, mpousBoactsa komnanuu Philips
Ultrasound, Inc., CIIIA.- He 6onee 15 mt. (mpu HEOOXOTUMOCTH).

[TpunHagIe)KHOCTH:

1. Axkkymymstopsl 25,2 B, npousBoactsa komnanuu Philips Ultrasound, Inc., CHIA (ue

6onee 2 mrT.).

2. Hacanku a1t yIbTpa3BYKOBBIX JaTYMKOB ¢ KOHBEKCHOM MaTpuueit C10-4ec, mpons3BoaCcTBa
komnanuu CIVCO - e 6onee 50 mr.

3. Hacaaku [1s yabTpa3BYKOBBIX JATUYMKOB IS KPEIUICHUS TPEKEPa MOJIOKEHUS JaTurKa C
koHBekcHOU Matpuuei C10-4ec, npousBoactBa komnaauu CIVCO - He 6onee 50 mT.

4. Maructpanpabiii kadbenb DKI' ¢ TpeMs oTBeIeHUAMH JIJIsl B3POCHBIX U eTel (uist oTBeneHnii AAMI
u IEC), npousBoycta komnanuu CIVCO Medical Solutions, CIIIA, Kanana, ['epmanus.

5. OtBenenust DKI mst B3pocibix (AAMI), mpousBoacta kommanuu CIVCO Medical Solutions,
CHIA, Kanana, ['epmanust - e 6osee 2 1iT.

6. OtBenenust KT mis B3pocnbix (IEC), nponsBoactsa komnanuu CIVCO Medical Solutions, CIIIA,
Kananma, I'epmanms - He 6osee 2 mmiT.

7. OtBenenus DKI' ms neteit (AAMI), npousBoacta kommanuu CIVCO Medical Solutions, CILA,
Kanana, ['epmanus - He 6oee 2 mir.

8. OtBenenus DKI' mnsa nereit (IEC), mpoussoactea kommannu CIVCO Medical Solutions, CILA,
Kananma, I'epmanms - He 6osee 2 miT.

9. Ilpuntep uepno-6ensiit, UP-D89EMD, nponsBoacTBa KOMIIAaHUH Sony.

10. IIpunTep usernoit, UP-D25MD, npou3BoacTBa KOMIIaHUU Sony.

11. Tepmuueckast OymakHasi JIeHTa JJisl IPUHTEPa, IPOU3BOJCTBA KOMIIAHUU Sony

12. PykoBOJICTBO CepBUCHOE Ha OyMasKHBIX W/WIIH 3IEKTPOHHBIX HOCUTEIIAX.

13. Yerpoiictso Buaeozanucu, DVO-1000MD, npon3BoacTsa KoMnaHuu Sony.

14. Yerpoiictso Buaeozanucu HVO-550 MD, npousBoacTBa kKoMnaHuu Sony.

15. YcrpotictBo moakmrodeHust k 0ecripoBouoit cetr, USB-N53 mnu Linksys wim Rivet NGFF525A.
16. IIporpammHoe obOecriedeHrne Ha ONITUYECKOM W/WJIH 3JIEKTPOHHOM W/WJIH BUPTYaJIbHOM HOCHUTEIIE.
17. Kabens ceTeBoM.

18. Bannouka ams1 1e3uHGEKINH JaTYUKOB.

19. Kommnext Al Breast:

- Hactonwnsriit renepatop nosst (TTFG) ¢ kabenewm;

- HacronpHbIi1 MaTpac;

- Moayns coenunenus ycrpoiicts (TCU) ¢ kabenem;

- YCTpOMCTBO Clie)KeHUs yIbTPa3ByKOBOE IS JaTYMKa yJIbTpa3BykoBoro L12-5;

- YCTpOMCTBO CEXKEHU 32 MALIMEHTOM;

- KpoHmreiin kpemneHus: ycTponcTBa CIeKEHHUS;

- JIOTOK CUCTEMHBIN.

20. duckoBog DVD.

II. Cucrema ynbTpazBykoBas nuarnoctudeckast EPIQ B Bapuantax ucnonuenusi: EPIQ 5 u EPIQ 7:
1. brok 6a30BbIil ¢ MOHUTOPOM U HOXKHBIM IE€pEKII0YaTeneM, mporu3BoacTBa kommnanuu Philips
Ultrasound, Inc., CIIIA.



2. PykoBo/1cTBO MOIBh30BaTENsI HA OyMaXKHBIX /WM SJICKTPOHHBIX HOCUTEISX - HE

6onee 15 mr.

3. Natumku ¢ koHBeKcHOUW Matpurieit: 3D9-3v, w/umm C10-3v, u/unu C10-4ec, u/umu C5-1, u/umu C8-
5, w/unu C9-2, w/unu V6-2, PY Noe ®C3 2010/08784 - re 6onee 15 mT. (mpu HEOOXOAUMOCTH).

4. laTauku KapaHgamHeie (BoHOBBIE): D2cwe, u/unmm D2tcd, u/umm D5cwe,

PY Ne ®C3 2010/08784 - ue 6osee 15 mr. (mpy HEOOXOAMMOCTH).

5. Hatumku ¢ muaeiHOoM Matpunen: L12-3, w/wm L12-5, w/wmm L15-710, w/wmm eL18-4, u/wmm L18-5,
u/unu VL13-5, u/umu XL14-3, PY Ne ®C3 2010/08784 - e 6onee 15 mr. (mpu HEOOXOAMMOCTH).

6. latuuku ¢ pasupoBanHoi (cekTopHO) Marpuue: S12-4, u/unm S5-1, u/unu S7-3t, w/nnm S8-3,
u/vim S8-3t, w/mmm X5-1, u/vm X6-1, u/umn X7-2, u/vnn X7-2t, u/unn X8-2t,

u/unu S9-2, PY Ne ®C3 2010/08784 - ne 60see 15 mT. (mpu HE0OOXOAMMOCTH).

[TpunaIeXHOCTH:

1. Axkkymymstopsl 25,2 B, npousBoactsa komnanuu Philips Ultrasound, Inc., CHIA (ue

Oonee 2 mT.).

2. Hacanku miis yinbTpa3ByKOBBIX JaTYMKOB ¢ KOHBeKCHOM MaTpuiiein C10-4ec, mpon3BoacTBa
komnanuu CIVCO - e 6onee 50 mr.

3. Hacaaku 11st yabTpa3BYKOBBIX JaTUMKOB JUIS KPEIUICHUS TPEKEpa MOJIOKEHUS JaTurKa ¢
koHBekcHOH Matpuueit C10-4ec, npousBoactBa komnanuu CIVCO - He 6onee 50 mT.

4. Maructpanpasbiii kadbenb DKI' ¢ TpeMs oTBeIeHUAMHE JI7Is1 B3POCIBIX U AeTel (st oTBeneHnii AAMI
u IEC), npousBoacra komnanuu CIVCO Medical Solutions, CIIIA, Kanana, I'epmanus.

5. OtBenenust DKI' mst B3pocibix (AAMI), mpousBoacta kommanuu CIVCO Medical Solutions,
CHIA, Kanana, ['epmanus - e 6osee 2 1miT.

6. OtBenenust KT miis B3pocnbix (IEC), nponsBoactsa komnanuu CIVCO Medical Solutions, CIIA,
Kanana, I'epmanust - He 6osee 2 mmiT.

7. OrBenenus DKI' ms neteit (AAMI), npousBoacta kommnanuu CIVCO Medical Solutions, CILA,
Kanana, ['epmanus - He 6omee 2 mir.

8. OtBenenus DKI' msa nereit (IEC), mpousBoactea kommanuu CIVCO Medical Solutions, CILA,
Kananma, 'epmanmst - He 6osee 2 miT.

9. Ilpuntep uepno-6ensiit, UP-D89EMD, nponsBoacTBa KOMIaHUH Sony.

10. IIpunTep userHoit, UP-D25MD, npou3BoacTBa KOMIIaHUHU Sony.

11. Tepmuueckast OymakHasi JIeHTa JJisl IPUHTEPa, IPOU3BOJCTBA KOMIIAHUU Sony

12. PykOBOICTBO CEpBHCHOE Ha OyMa)KHBIX M/WIJIH SJIEKTPOHHBIX HOCUTEIISAX - He Oosiee 5 1miT.

13. Yerpoiictso Buaeosanucu, DVO-1000MD, npon3BoacTBa KOMIaHuH Sony.

14. Yerpoiicteo Buaeozanucu HVO-550 MD, npousBoacTBa KoMmnaHuu Sony.

15. YerpoiictBo noakimrodeHus kK 6ecripoBoaaoi cetr, USB-N53 mnm Linksys umu Rivet NGFF525A.
16. IIporpammHoe obOecriedeHre Ha ONITUYECKOM W/WJIH 3JIEKTPOHHOM W/WJIH BUPTYaJIbHOM HOCHUTEIIE.
17. Kabens ceTeBoM.

18. Bannouka ams1 1e3uHGEKINHN JaTYUKOB.

19. Kommiekt Al Breast:

- Hactonwnsriit renepatop nosst (TTFG) ¢ kabenewm;

- HactonsHbIN MaTpac;

- Moayns coenunenus ycrpoiicts (TCU) ¢ xabenem;



- YCTpOHCTBO CIeXEHU yIbTPa3ByKOBOE ISl JaTUMKa yibTpa3BykoBoro L12-5;
- YCTpOMCTBO CHEKEHUA 32 ALIUEHTOM;

- Kponmrelin kpernieHus ycTpoicTBa CICKEHUS;

- JIOTOK CUCTEMHBIN.

20. IuckoBox DVD.

6. HaumeHoBaHue opraHu3aliy - yroJHOMOUYEHHOTO MPEACTaBUTENS] IPOU3BOAUTENS (M3TOTOBUTEIS)
MeIUIUHCKOTo n3aenus: OOIIecTBO ¢ OrpaHMYeHHOI oTBeTcTBeHHOCThIO "OMIJIUTIC";

7. MecTo HaXO0XACHUSI OpraHU3alMK - YIIOJTHOMOUYEHHOT'O MPEACTaBUTENS IPOU3BOIUTENS
(m3roroButens) meauimHckoro m3aenus: 123022, Poccus, Mocksa, yn. Ceprest Makeesa, 1. 13;

8. FOpunnueckuit aipec opraHu3alyy - YIOJTHOMOYEHHOTO TPECTABUTENS IPOU3BOIUTENSA
(m3roroButenst) meauimHckoro m3aenus: 123022, Poccus, Mocksa, yn. Ceprest Makeesa, . 13;

9. HaumeHoBaHue opraHU3aliy - IPOU3BOIUTENS MEAUIIMHCKOTO U3JIEHSI UM OpPraHu3aluu
M3TOTOBUTEINS MEIUIIMHCKOTO u3enus: "®dununc Ynsrpacaynn, JIJIC.";

10. MecTo HaxOKICHHs OPraHU3alluH - IPOU3BOIUTENS METUITTHCKOTO U3/ HIIM OPTaHU3aIHH
nusrotoButesst MmeaunuHcKoro uznenus: , CILA, Philips Ultrasound, LLC., 22100 Bothell Everett
Highway, Bothell, Washington, 98021-8431, USA;

11. FOpunudeckuii apec opraHu3alyy - MPOU3BOIUTENS METUITTHCKOTO U3/ICTHUS HIIM OPTaHU3aIHH
nusrotoButesst MmeaunuHcKoro uznenus: , CILA, Philips Ultrasound, LLC., 22100 Bothell Everett
Highway, Bothell, Washington, 98021-8431, USA;

12. CTpaHa OopraHu3aluvu - TpOU3BOAUTECIIA MCIUITUHCKOT'O U3ACTINA NI OPraHu3alun - U3rOTOBUTCIIA

MeauHckoro m3aenus: Coeauaennnie 11 TaTer;

13. OKII/OKII/J2: 26.60.12.132;

14. Kiacc moTeHIIMaIBHOTO pUCKa MPUMEHEHHS] MEAUITMHCKOTO U3/IeNIUs B COOTBETCTBUHU C
HOMEHKJIATypHOU Kiaccuukanue MeTMIIMHCKUX U3CIIUNA, yTBEpK1aeMoli MUHUCTEPCTBOM

3npaBooxpaneHusi Poccuiickoit @enepanuu: 2a;

15. HaznaueHne MEAMIIMHCKOTO U3/IENINs, YCTAHOBIEHHOE MPOU3BOAUTENEM: |

16. Bux MeIUIIMHCKOTO U3/1€1Ms B COOTBETCTBUHM ¢ HOMEHKJIATypHOU Kiaccu(puKanuei MeuIuHCKIX
U3, yTBepxK1aeMoil MunucrepcTBoM 3apaBooxpanenust Poccuiickoit denepanuu: 260250;

17. Anpec mecta Ipou3BOACTBA UM U3rOTOBIIEHUSI MeauMHCKoro u3aenus: 1. Philips Ultrasound,
LLC, 22100 Bothell Everett Highway, Bothell, Washington, 98021-8431, USA. 2. Philips Healthcare
(Suzhou) Co., Ltd., No. 258, ZhongYuan Road, Suzhou Industrial Park, 215024 Suzhou, Jiangsu
Province, People's Republic of China;



18. CBezieHus 0 B3aMMO3aMEHAEMBIX MEIUIIMHCKUX U3IEIHAX: ;

19. Moaean MEAUIINHCKOTO U3ACIIH:

Koa Buga

HaumeHoBanue MojaeIun

260250

I. Cucrema ynbTpa3ByKoBas JUarHOCTUYECKAst
EPIQ B BapuanTe ucnonanenus: EPIQ

260250

I. Cuctema ynbTpa3BykoBasi AMATHOCTUYECKAS
EPIQ B Bapuante ucnonaenus: EPIQ Elite

260250

II. Cucrema ynpTpa3ByKoBasi TMarHOCTUYECKASI
EPIQ B BapuanTax ucnonHenus: EPIQ 5:

260250

II. Cucrema ynpTpa3ByKoBasi TMarHOCTUYECKASI
EPIQ B BapuanTax ucnonHenus: EPIQ 7:

Brimucka copmupoBana Ha odunuansHOM caiite DenepanbHOi Ciry)0bI 0 HAI30pY B chepe

3npaBooxpanenus B cetu MuTepHert: https://roszdravnadzor.gov.ru/.

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A
Kowmy Beitan: ®EJJEPAJIBHASI CJIYIKBA IO HA/I30PY B COEPE 3/IPABOOXPAHEHUSI

JHeiictButenen ¢ 2025-08-18 mo 2026-11-11

AOKVYMEHT ITOJAINCAH
SJIEKTPOHHOMU ITOAITMCBIO



https://roszdravnadzor.gov.ru/

