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cDEAEPAALHAfl CAY>KEA UO HAASOPY B COEPE 3APABOOXPAHEHME
(P0C3APABHAA30P)

nPMJTO>KEHME
K PEFMCTPAUMOHHOMy yflOCTOBEPEHHK) 

HA MEflHMHHCKOE HSflEJIHE
ot 06 aerycxa 2021 ro^a JVs OC3 2008/01992

JIhct 1

Ha MeflHijHHCKoe H3AejiHe
YcTpoHCTBO JicneSHO-AHarHOCTHHecKoe EnCor ajih BaKyyMHofl SiioncHH mojiohhoh 
Hcejie3i>i c npHnaAJie>KHOCTHMH:
BapHaHTfci HcnojiHeHHfl:
1. EnCor Enspire.
2. EnCor Ultra.
YcrpoHCTBO jiCHeGHO-AnarHOCTHnecKoe EnCor jinn saKyyMHoft Ghohchh mojiohhoh jkojicbm:
- ]\)m npoBeACHHH npopeAyp hoa KoxpojieM yjibTpa3Byi<a (EnCor ApaiiBep);
- ajiji npoBCAGHHH npoueAyp hoa KOHxpojieM yjibxpaasyKa c AByMa ApattfiepaMH (EnCor 
ApaiiBep, SenoCor 360 ApaiiBep);
- AJia npoBCACHHa npopeAyp hoa KonxpojieM peHxrena (EnCor ApaiiBep);
- ajm npoBCACHHa npopeAyp hoa KOHxpojieM peHxrena c AeyMa ApaiiBepaMH (EnCor 
ApaiiBep, SenoCor 360 ApaiiBep);
- ajoi npoBeAeHHa npoijeAyp Ha peHxreHOBCKHx cxojiax Lorad (EnCor ApaiiBep);
- AJia npoBCACHHa npopeAyp na penxreHOBCKHX cxojiax Lorad c AByMa ApaiiBepaMH 
(EnCor ApaiiBep, SenoCor 360 ApaiiBep);
- AJia npoBeAeHHa nporjeAyp na penxreHOBCKHX cxojiax Fisher (EnCor ApaiiBep);
- AJia npoBeACHHa nponeAyp na penxreHOBCKHX cxojiax Fisher c AByMa ApaiiBepaMH 
(EnCor ApaiiBep, SenoCor 360 ApaiiBep);
- AJia npoBCACHHa npopeAyp hoa iconxpojieM MPT (EnCor MRI ApaiiBep);
- AJia npoBCACHHa npopeAyp hoa KOHxpojieM MPT c AByMa ApaiiBepaMH (EnCor 
ApaiiBep, EnCor MRI ApaiiBep).
npHHaAJie)KHocxH:
1. yjibxpaxByKOBOH exepeoxaKCHHecKHH boha EnCor.
2. YAbxpasByKOBoii exepeoxaKCHHecKHH 30ha EnCor npaMoii.
3. 3oha EnCor AJia npoBeAeima npoueAyp hoa KOHxpojieM MPT c HaOopoM AJia BBCACHHa h 
6e3 Ha6opa.
4. Ha6op EnCor AJia BBeAenna 30HAa.
5. 3oha EnCor c xynbiM kohhom AJia npoBCASHHa npopeAyp hoa KOHxpojieM MPT.
6. BaKKyMHbie yAJiHHHxejibHbie xpyOicn EnCor AJia npoBCACHHa npoueAyp hoa KOHxpojieM 
MPT.
7. Ha6op EnCor AJia BBCACHHa MPT-sohaa c xynbiM kohuom.
8. Kojuieicxop EnCor AJia c6opa oSpasuoB xuaneii.
9. Kanncxpa EnCor AJia npoMbiBOHHoii >khakocxh.
10. Ha6op xpyOoK EnCor HecxepHJibHbiii AJia noAanH >khakocxh.
11. Ha6op BaicyyMHbiii EnCor AJia npoBeAeima npoueAyp.
12. Ha6op xpyGoic EnCor AJia cncxeMbi npoMbiBanHa^o'SpaauoB.
13. CxepnnbHaa BcxaBKa EnCor b KOMnaeicre c HroJXbHaxbiM npoBOAHHKOM Fisher hah 6e3
3aMecTHTeAb pyKOBOAHxeAH dheAtpaAbHOH CAyacSbi l//^^r
no HaA3opy b c<])epe 3ApaBooxpaH6HHH . /l.K). IlaBAiOKOB
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OEAEPAABHAil CAy>KEA HO HAASOPy B COEPE 3APABOOXPAHEHME
(P0C3APABHAA30P)

nPHJIO>KEHME
K PErMCTPALlMOHHOMy yflOCTOBEPEHMIO 

HA MEflHUHHCKOE H3AEJ1HE
ot 06 aerycxa 2021 ro^a N2 OC3 2008/01992

JIhct 2

Hero.
14. CxepHjibHaa BcraBica EnCor b KOMnjieKxe c HrojibHaxbiM npoBoaiiHKOM Lorad hjih 6e3 
Hero.
15. BaicyyMHbiH MO^yab cncxeMbi EnCor.
16. KoHxpojibHbm MOflyjib cncxeMbi EnCor.
17. EpaHsep-ycxpoHcxBO AJia npoBeACHHa Shohchh hoa KOHxponeM MPT (EnCor MRI 
ApaiiBep).
18. neaajib HOHHaa fljia EnCor.
19. TejieacKa.flJw EnCor.
20. yexpoHCXBO ajih KpenneHHH ApaftBepa k peHxrenoBCicoMy cxony (EnCor Fire Forward).
21. KjianaH npoMbiBonubm ajih EnCor.
22. KaSejib jinn reaepaxopa.
23. BaKyyMHbm na6op ajm SenoCor 360.
24. /JpaHBep-ycxpoftcxBO SenoCor 360 am npoBeACHHH 6hohchh (SenoCor 360 ApaftBep).
25. 3oha SenoCor 360 c HaKoneHHHKOM xnna Trocar.
26. MapKepbi am Mammotome (Gel Mark Breast Biopsy Site Marker for Mammotome).
27. MapKepbi Ultra am EnCor (Gel Mark Ultra Biopsy Site Marker for EnCor).
28. MapKepbi Ultra am Mammotome (Gel Mark Ultra Biopsy Site Marker for Mammotome).
29. MapKepbi Ultra am SenoCor 360 (Gel Mark Ultra Biopsy Site Marker for SenoCor 360).
30. MapKepbi UltraCor am Ghohchhhoh CHCxeMbi EnCor (Gel Mark UltraCor for Biopsy 
Needle System).
31. MapKepbi SenoMark am EnCor (SenoMark Biopsy Site Marker for EnCor).
32. MapKepbi SenoMark am Mammotom (SenoMark Biopsy Site Marker for Mammotome).
33. MapKepbi SenoMark am ATEC (SenoMark Biopsy Site Marker for ATEC).
34. AnnjiHKaxop UltraCor am npoBeACHHH npoiieAyp hoa KOHxponeM MPT.
35. Ha6op am BBeAenna MPT-MapKepa UltraCor am EnCor MRI- 30HAa.
36. Ha6op am bboas UltraCor MRI-MapKepa.
37. EaAAOHHbie annjiHKaxopbi Centura Multi-Lumen.
38. UKcnjiyaxaitHOHHaa AOKyMenxaitHH.
Mecxo npoH3BOACXBa:
1. SenoRx, Inc., 625 West 3rd Street, Tempe, Arizona 85281, CIIIA. '
2. Infus Medical (Thailand) Co., Ltd., 706 Moo 4, Bangpoo Industrial Estate, I-EA-T Free 
Zone, Tambon Preaksa, Amphoe Muang Samutprakarn, Samutprakarn Province 10280, 
Thailand.
3. AUSA Medical Devices Private Limited, No. 15B, Bommasandra Industrial Area Hosur 
Road Anekal Taluk Bangalore 560099, Karnataka, India.
ADymax Corporation, 141 Zehner School Road Zelienople, Pennsylvania 16063, USA.

3aMecTHxejib pyKOBOAHxejiH OeAepajibHOH cjiyacSbi 
no naAaopy b ccjiepe 3ApaBooxpaneHHn ^.K). IlaBJIIOKOB
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