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OEAEPAABHASL CAYKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHWM S
(POC3APABHAA3OP)

MPUJIOYKEHUE
K PETHCTPALIMOHHOMY Y /10CTOBEPEHHIO

HA MEAWLIUHCROE U3AEJIUE
ot 06 aBrycra 2021 roaa Ne ®C3 2008/01992

Ha menununckoe usnenue

YcerpoiicTBo Jededno-auarnocruyeckoe EnCor s BakyyMHo#H OMOIICHH MOJIOYHOM
JKeJIe3bI ¢ MPUHAJIEKHOCTAMMU:

BapuaHTb! HCIIOJTHEHUS:

1. EnCor Enspire.

2. EnCor Ultra.

YcrpoiicTBo neuebro-auarnocTryeckoe EnCor yist BakyyMHOM OHOIICHE MOJIOYHOM JKEJIE3HI:
- JUTsI TIPOBEIEHHMST IPOLIEAYP 10| KoTpoJieM ynbrpasByka (EnCor npaiiBep);

- IUIs IPOBEIEHHSI IIPOLEAYP IO/ KOHTPOJIEM yIbTpa3Byka ¢ nByMs ApariBepamu (EnCor
nparisep, SenoCor 360 apaiiBep);

- JUIsL TIPOBEZIEHUS MPOIeyp 1o KoHTposieM peHtrena (EnCor apaiiep);

- IUIs IPOBEIEHHSI IIPOLIEYp IO/ KOHTPOJIEM peHTreHa ¢ IByMs Apaiisepamu (EnCor
npatiep, SenoCor 360 apaiisep);

- JUIsl TPOBEJICHUS TIpolielyp Ha peHTreHoBckux croiax Lorad (EnCor npaiisep);

- IUIsl IPOBEIEHHSI IPOLIeIyp Ha PEHTIeHOBCKUX cTonax Lorad ¢ nByMs npaliBepamMu
(EnCor npatiBep, SenoCor 360 npaiiep);

- JUIsl TIPOBEJICHUS TIPOIeyp Ha peHTreHoBckux cronax Fisher (EnCor npaiisep);

- JUIsl TIPOBEJCHUS TPOIeTyp Ha PEHTIeHOBCKUX cTonax Fisher ¢ aByms npadiBepamu
(EnCor npaiiBep, SenoCor 360 npaiiep);

- Juist mpoBenenus nporeayp nox kourpoiaeM MPT (EnCor MRI npaiisep);

- JUIsl TIpOBeIeHus mporenyp moa kourpoaem MPT ¢ aBymst apaiiBepamu (EnCor
npaiiep, EnCor MRI npaiisep).

[IpuHaaexKHOCTH:

1. YnpTpa3BykoBoii crepeorakcuyeckuii 3081 EnCor.

2. YpTpa3ByKoBo crepeoTakcuueckuit 3001 EnCor npsiMoi.

3. 3oux EnCor mis npoBenenust npoueayp nox kourposeM MPT ¢ Habopom 11t BBeIeHUs U
6e3 Habopa.

4. Ha6op EnCor uist BBeIeHHS 30Ha.

5. 3ona EnCor ¢ TynsIM KOHIIOM JAJIsI TpOBeIeHUs IpoLieyp nox KourponeM MPT.

6. Bakkymueie yanuautensasie Tpyoku EnCor Juist npoBeeHus poueayp o KOHTPOJIEM
MPT.

7. Ha6op EnCor s BBeienuss MPT-3081a ¢ TyI‘IBIM KOHIIOM.

8. Komnextop EnCor st c6opa 06pa3iioB TKaHEH.

9. Kanucrpa EnCor 111 IpOMBIBOYHOH JKUIKOCTH.

10. Ha6op tpy6ox EnCor HecTepUIbHbIH LISl T01a4U mnnlcocm

11. Ha6op Baxyymusrit EnCor fist mpoBeeHust IPoueaypr, « _-‘jv”?’{a@

12. Ha6op Tpy6ox EnCor ajst cucTeMBbI IPOMBIBAaHHUS ffﬁpaaIxOB iy oy,

3amecTnTenL pyxoBoauTeas ®eaepanbHoMH cny»lﬁﬁl,l \
10 HAJA30py B chepe 3ApaBOOXpPAHEHHA Ro2E
e

Q C

X
N\




OEAEPAABHAS CAYZKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHWSI
(POC3APABHAA3OP)

MPUJIOYKEHUE

RPET’MCTPALIMOHHOMY YAOCTOBEPEHHIO

HA MEAWLWHCKROE U3AEJIUE
or 06 aBrycra 2021 rogza ~ Ne ®C3 2008/01992

HEro.
14. CrepunsHas BcraBka EnCor B KOMIUIEKTE C HTOJIbYaThIM IpoBogHUKOM Lorad miu 6e3
HETO. - :
15. Bakyymustit Moxyis cucteMsl EnCor.
16. KontponpHsiit Moy cuctemsl EnCor.
17. IpaiiBep-ycTpoicTBO s nposeaeHus 6uoncuu mox xKontposiem MPT (EnCor MRI
JpaiBep).
18. ITemans HoxHas ma EnCor.
19. Tenexxka s EnCor.
20. VcTpo#CTBO ISl KpeIuleH s ApaiBepa K pentreHoBckomy croiy (EnCor Fire Forward).
21. Knanan npomeiBoussii 1yt EnCor.
22. Kabenb s reHeparopa.
23. Bakyymuslit Habop st SenoCor 360.
24. TpaitBep-yctporcto SenoCor 360 ms nposenenus 6uoncuu (SenoCor 360 npaiisep).
25. 3onx SenoCor 360 c HakoHeyHuKoM THma Trocar. ‘
26. Mapxkeps! 1t Mammotome (Gel Mark Breast Biopsy Site Marker for Mammotome).
27. Mapkepst Ultra mis EnCor (Gel Mark Ultra Biopsy Site Marker for EnCor).
28. Mapxkeps1 Ultra s Mammotome (Gel Mark Ultra Biopsy Site Marker for Mammotome).
29. Mapxkepsr Ultra must SenoCor 360 (Gel Mark Ultra Biopsy Site Marker for SenoCor 360).
30. Mapxepsr UltraCor ast 6uoncuitnoit cuctembl EnCor (Gel Mark UltraCor for Biopsy
Needle System).
31. Mapkepsr SenoMark st EnCor (SenoMark Biopsy Site Marker for EnCor).
32. Mapkeps! SenoMark mimst Mammotom (SenoMark Biopsy Site Marker for Mammotome).
- 33. Mapkepst SenoMark mist ATEC (SenoMark Biopsy Site Marker for ATEC).
34. Anmukarop UltraCor st mpoBeaenust mporeayp moj kourpoiem MPT.
35. Ha6op mis BBenenuss MPT-mapkepa UltraCor muist EnCor MRI- 3087a.
36. Habop mis BBoga UltraCor MRI-mapkepa.
37. bannonnsle anmiukaropsl Contura Multi-Lumen.
38. DkcmyatainoOHHas TOKYMEHTAIUS.
MecTo npousBoAaCTBa:
1. SenoRx, Inc., 625 West 3rd Street, Tempe, Arizona 85281, CIIIA.
2. Infus Medlcal (Thailand) Co., Ltd., 706 Moo 4, Bangpoo Industrial Estate, I- EA T Free
Zone, Tambon Preaksa, Amphoe Muang Samutprakarn, Samutprakarn Province 10280,
Thailand. SRR
3. AUSA Medical Devices Private Limited, No. 15B, Bomma&andla Industrlal Area Hosur
Road Anekal Taluk Bangalore 560099, Karnataka, India. «
i_gDymax Corporation, 141 Zehner School Road Zellenqple, Pennsylvama 16063 USA.
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