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OcHoBHoOM cocTaB:
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1 Pa6ouas ctaHuns EnSite X
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1.1 MapkupoBka Paboueit ctaHuum EnSite X.
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2. MarHutHas pamka EnSite X.
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2.1 MapkupoBka ynakoBki MarHuTHoi pamkn EnSite X.
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3. Bnok nuTanus ycunutens EnSite X (pakypc 1).

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



3.1 bnok nutaHusa yeunutens EnSite X (pakypc 2).
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3.2 MapkmpoBka ynakosku brioka nutaHus yeunutens EnSite X
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4. Monutop EnSite X, LCD, 24 groiima.

r)
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51 Habop ans paboueii ctaHumn EnSite X, B cocTase:
- Kabenb onTuyeckuid gynnekcHblit LC/ILC (15 M);
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5.2 Habop ans pabouei cTanuum EnSite X, B cocTase:
- Kabenb 3asemnenus (3 m);
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5.3 Habop ans paboueit cTaHumm EnSite X, B cocTae:
- Apantep nutaHus 1EC-320 - C14;
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5.4 Habop ans paboyeii ctaHummn EnSite X, B coctaBe:
- Kabenb nutaHmns;
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5.5 Habop ans pabouein cTaHuym EnSite X, B cocTase:
- Mary-kopA kareropun 5E (8 m);
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5.6 Habop mna paboveii cTaHUuMn EnSite X, B coctase:
- Kabenb USB (3 w);
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5.7 Habop gna paboueii cTaHumm EnSite X, B cocTase:
- Kabenb BuaeocurHana Display Port;
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5.8 Hatop ann paboveii cTaHuuu EnSite X, B cocTaee:
- Moaxnaaxa nop, 3anACcTbe ANA KNABKATYDS),;

-
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5.9 Hab6op ans pabodeii ctaHumn EnSite X, B cocTase:
- Kabenb-agantep ontuyeckuii SC/LC (1 M);
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5.10 Habop ans paboyen craHumm EnSite X, B cocTase:
- 3aXnM (2 MM).
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6. Yeunutenb BHYTPUCEPAEUHbIX anekTporpamm EnSite X (pakypc 1).

r)
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6.1 Ycunutenb BHYTPUCEPAEUHbIX aneKTporpamm EnSite X (pakypc 2).
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6.2 MapKknpoBka YCuUnuTesnia BHyTpUCepAeYHbIX anekTporpaMm EnSite X,
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7. VIHCTpyKUMA No aKcnyaTaLuy.

WHCTPYKLWKA MO 3KCNNYATALMKN

Cuctema an«crpok»«onor*«ck*a EnSlto X ¢ npnmagnexumoctan

at jwariiM«ca.<

0*Man
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1 Kabenb KI peHTreHnpo3payHbiii cuctembl EnSite X,
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11 MapkmpoBka ynakoku Kabens 3K peHTreHnpo3payHoro cuctembl EnSite X,
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2. Kabenb SKI™ peHTreHOKOHTPaCTHBbIA cuctembl EnSite X,
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21 MapkupoBka ynakosku Kabens SKI” peHTreHOKOHTPacTHOro cuctembl EnSite X.
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3. Kabenb marHuTHo! pamku EnSite X (3 m).
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31 MapkmpoBka ynakosku Kabens MarHuTHoiA pamku EnSite X (3 m).
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4. Kabenb MarHuTHoON pamku EnSite X (4,5 m).
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4.1 MapkvpoBKa ynakoBku Kabens marHuTHoi pamku EnSite X (4,5 M).
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5. KpOHLLTENH MarHUTHOI pamku perynnpyemblii EnSite X.
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6. KPOHLUTEAH MarHUTHON pamki qUMKCMPOBaHHbIA EnSite X.
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6.1 MapkipoBka ynakoBki KpOHLUTEAHA MarH1THOI pamku (hukcupoBaHHoii EnSite X.

- -
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7. Mopgynb SurfaceLink cuctembl EnSite X.
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7.1 Mapkwposka ynakoeku Mogyns SurfacelLink cuctemsl EnSite X.
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8. Kabenb nutaHusa EnSite.
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9. Kabenb coeannutensHbiii Ampere cuctems! EnSite X (4 m).
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et ekl

9.1 Mapkupoexa ynaxosku Kabens coegunmnTensHoro Ampere cuctemsl EnSite X (4 m).
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10. Kabenb coegunmutensHblit Ampere cuctemsl EnSite X (1,5 ).
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101 MapkupoBka ynakoBki Kabens coeauHutensHoro Ampere cuctembl EnSite X {1,5 w).
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11. NporpammHoe obecneyenme Ensite X Software.
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12, JueHsus Ha nporpamMmHoe obecneyeHne Contact Force cuctembl EnSite X.

EnSite™ X EP System

|Contact Force Software License]
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13, JueHsns Ha nporpamMMHoe obecneveHe LiveView cucteMbl EnSite X.

EnSite" X EP System
EnSite' LiveVlew Dynamic Display
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17. NnueH3sna Ha nporpammHoe obecneveHne Wave Speed cuctems! EnSite X.

«d MILLIL

2o o
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18. MporpammHoe obecreyeHne TactiFlex SE Software Module cuctembl EnSite X.

EnSite X EP System

- 173,
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19. /iMueH3mns Ha nporpammHoe obecrneyeHne TactiFlex SE cuctembl EnSite X.

EnSlIte'™X EP System

TactiFlex’*Ablation Catheter, Sensor Enablecl
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20. Kabenb SKI WorkMate Claris cuctemsbl EnSite X (4 m).
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20.1 Mapkmposka ynakosku Kabens SKI WorkMate Claris cuctemsl EnSite X (4 M)
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21. Kabenb 3KI WorkMate Claris cuctembl EnSite X (1,5 M)
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21.1 Mapkuposka ynakoskn Kabens SKI WorkMate Claris cuctemsl EnSite X (1,5 m).
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22. Kabenb coemmHuTensHbIn IC56 WorkMate Claris cuctemsl EnSite X (4 m).
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EJAbbott X

EnSite“X EP System
[IC Output Cable |
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23. Kabenw coapuruTensHuiii IC56 WorkMate Claris cuctemsl EnSite X (1,5 ).
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23.1 Mapkuposka ynakoskv Kabens coegunutenstoro IC56 WorkMate Claris cuctemsl EnSite X (1,5 m) .
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24. Kabenb coenHuTenbHblii 1C64 WorkMate Claris cuctembl EnSite X (4 w).

()
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24.1 MapkupoBska ynakoskn Kabenst coeguHutensHoro IC64 WorkMate Claris cuctembl EnSite X (4 w).
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25. Kabenb coegunutenbHblid 1IC64 WorkMate Claris cuctembl EnSite X (1,5 M).
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Abbott

EnSite™ X EP System
fC Output Cable
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(1r)Cable de sortie iC (hr)Kabe) izlaza integriranog knjga (hu)IC kimeneti kdbeie

(it)Cevo di usdta O (K)(C iSvesties taidas (t)tC izvades kabelis (Tk)Ka6en 3a 1C-ane3
(nl)iC. LUMangskabei (no)iC-utgangskabel (pt)Przewdd wyjSciowy ukiadu scalonego
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26. Moaynb 3KI" cuctembl EnSite X.
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26.1 Mapkuposka ynakosk Mogyns 3KI cuctemsl EnSite X.

FnSite" X EP System

[ecc Output Moduli

(U«)EKaAnlenb«no<M
(fr)Modul« d* »orti#t ECG  (hrUzlaLtm modirf Fi*r a /k (fi)CKG-ldhtomoduul/i

UDI
(01)05416067083508(11)200904(21)140063000031
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27. Kabenb BbixogHoM IC cuctembl EnSite X 56-KOHTaKTHbIA.
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EnSite X EP System

(bg)IC n3xopeH kaben 3a 33nucBalia cucTema
(ra)Vystupm kabel 1C zaznamoveho systemu
(da)IC-udgangskabel tn optagelsessystem
(de)IC-Ausgangskabel fur Aufze.chnungssystem
(el)Ka/lw5t0 ch660m 1C omcrnmat<K katoy " ®b”
(es) Cable de salida 1C del ststema de grabaciOn
(et) Salvestussusteemi IC-val)undkaabel
(f))Tallennus)anestelman iC-lahtokaapeli
(fr)Cdble de sortie IC du systeme d'enregistrement
(hr)Kabel iziaza mtegnranog kruga sustava za snimanje
(hu)R6gzitérendszer IC kimeneti kabele
(it)Cavo di uscita IC del sistema di registrazione
(It)|ra8ymo sistemos IC iSvesties laidas
(Iv)lerakstT8anas sistfema IC izvades kabelim
3a 1C*13n1e3 Ha CMCTEMOT 3a CHUMa bB
Inl)RegSLtiesysteem. 1C, uitgangskabel (no)IC-utgangskabel for opplakssystem

(pl)Przewbd wyjsdowy uktadu scalonego systemu rejestrowania

K.bel IC z.znamov.ho syst.mu

so”™odni kabel srremaloega sistema IC (sr)IC izlazni kabi za sistem za sntman)e
(sv)Registrenngssystem iC-utgingskabel (tr)Kayit Sistemi IC giki§ Kablosu
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28. Kabenb BbIxogHoi 1Ccuctembl EnSite X 64-KOHTaKTHbIA.
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28.1 Mapxupogka ynakosku Kabens BbixogHoro IC cuctembt EnSite X 64-koHTakTHOrO.
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29. Kpennenue EnSite X.

(9
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29.1 Mapkuposka ynakosku Kpennetus EnSite X.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

73



30. 3aKUM MOHTaXKHbIN.

()
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30.1 MapkupoBKa ynakoBky 3axuma MOHTXKHOTO.

(")
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31. Tenexka ang ycunurena cuctembl EnSite X (C 0AHAM BbIABYKHBIM ALMKOM).
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32. Tenexka ans yeunurena cuctembl EnSite X (C TpeMs BbIABKHBIMU ALLMKaMN).
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32.1 MapkmpoBka Tenexkn ans yeunurens cuctembl EnSite X (C TpeMst BbIABKHBIMM ALLKaMI).
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33. Tenexka ans paboueii ctaHUmm EnSite X.
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33,1 Mapkuposka Tenexkn ans pabouei ctaHumm EnSite X.
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34. MonuTop cuctembl EnSite X, 24 proima.
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35. Croiika o1s MoHMTOpa cucteMsl EnSite X.

r)
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35.1 Mapkuposka CToiku /19 MOHUTOPa cucTeMbl EnSite X.
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35.2 Mapkupogka ynakosku CToKM Anst MOHUTOPa cucTeMbl EnSite X.
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36. Habop kpenexHbIi Ans MOHKUTOpa cuctemsl EnSite X, B coctase:
- CToiika KpenexHas;

- KpenneHue MoHuTOpa;

- Habop BuHTOB.
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37.Habop kpenexHblit ANs ABYX MOHUTOPOB cUCTEMbI EnSite X, B cocTase:
- Croiika kpenexHas;

- Kperinexue MonuTopa;

- Habop BuHTOB.
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38. Habop KpenexHbIin Ans TPEX MOHUTOPOB cuCTeMbI EnSite X, B cocTase:
- CTOWKa KpenexHas,

- KpenneHne MoHUTOPa;

- Habop BMHTOB.
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38.1 Habop kpenexblit Ans Tpex MOHMTOPOB cucTeMbl EnSite X, B cocTase:
- CToMka kpenexHas;

- Kpennexue MoHUTOPA;

- Habop 8uHTOB.
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38.2 MapkmpoBka ynakoski1 Habopa KpenexHoro s Tpex MOHUTOPOB cucTeMbl EnSite X, B cocTase:
- CToliKa KpenexHas;

- Kpennexue MoHUTOPg;

- Habop BUHTOB.
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39. CToika Ans yasieHHOro MOHUTOpa cucTeMbl EnSite X.

C)
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39.1 Mapkmposka CToiiK1 /151 yAANEHHOr0 MOHIUTOPa cucTeMbl EnSite X.

3 Abbott
EnSite™ X EP System

'iOTote Monitor Stand]

(01)05415067033598(111200629(10) 1~

200629
ENSITE-RMS-01
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40.1 Habop ans ynaneHHoro MoHuTopa EnSite X, B cocTase:
- Kabenb nutaHna C13-C14 (2,5 m);
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40.2 Habop ans yaanexHoro moruTopa EnSite X, 8 cocTase:
- Anantep nutanus C13-15P;

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

93



40.3 Habop ans yaaneHHoro MoHuTopa EnSite X, B coctase:
- AganTep BuaeocurHana Display Port - ontudyeckuii kaberb;
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40.4 Habop ona yaaneHHoro MoHutopa EnSite X, B cocTase:
- Kabenb ontuueckuii (30 M).
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41. TpaHcdopmaTop U30NALMOHHBIA S5 NOAKIYEHNS Yaa/ieHHoro MoHuTopa EnSite X (pakype 1).

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



IPPURENINRINY |

41.1 TpaHccopmaTop 30NSLUMOHHBIRA ANA NOAKNIOYEHUS yaaneHHoro MoHuTopa EnSite X (pakypc 2).

97
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41.2 TpaHcchopmaTop 130SLMOHHBIA 4715 NOAKMHYEHUS YAANEHHOro MoHUTopa EnSite X (pakypc 3).

y2
re Lyt 1{<:5"875
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41.3 MapkipoBKa ynakoBku TpaHcopmaTopa M30MIALMOHHOMO /19 MOAKMIOUEHUs YAaNEeHHOTO MOHUTOpa
EnSite X.
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42. TpaHcdopmaTop 130ALMoHHbIA 220B/240B (pakypc 1).
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42.1 TpaHcthopmaTop U30ALMOHHBI 220B/240B (pakypc 2).
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42.2 TpaHcthopmaTop 13015LMOHHbIA 220B/240B (pakypc 3).
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43. Kabenb 10-KOHTaKTHBIA YANMHUTENbHBIA EnSite X.

M
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43.1 YnakoBka Kabens 10-KOHTaKTHOTO YAAMHUTENbHOrO EnSite X (BHYTPEHHWIA naker).
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43.2  MapKknpoBKa ynakoBKi (KapTOHHON KOpOOKI) Kabensi 10-KOHTaKTHOro yAmHuTebHOro EnSite X.
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44. Kabenb 12-koHTakTHbIi EnSite X ADVISOR FL SE.
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45. Kabenb 22-koHTakTHbIN EnSite X ADVISOR HD/VL SE.

>
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46. Kabesnb 4-koHTakTHbI EnSite X LIVEWIRE/RESPONSE.
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46.1 YnakoBka (BHyTpeHHMiA nakeT) Kabens 4-koHtaktHoro EnSite X LIVEWIRE/RESPONSE.

I I—lllll
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46.2 MapkvpoBka ynakoBku (kapToHHO# kopobku) Kabens 4-koHTakTHoro EnSite X LIVEWIRE/RESPONSE.
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47. Kabenb 10-koHTakTHbIN EnSite X LIVEWIRE/RESPONSE.
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47.1 YnakoBka (BHyTpeHHuiA naket) Kabens 10-koHTakTHoro EnSite X LIVEWIRE/RESPONSE.
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47.2 MapkupoBka ynakoBku (kapTOHHOW Kopobku) Kabens 10-komtaktHoro EnSite X LIVEWIRE/
RESPONSE.
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48. Kabenb 20-koHTakTHbI EnSite LIVEWIRE/RESPONSE,
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49. Kabenb 4-koHTakTHbIN EnSite X SUPREME.

r)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



117

49.1 YnakoBka (BHyTpeHHUiA nakeT) Kabens 4-koHTaktHoro EnSite X SUPREME.

(«sari* 9 LLP#M»w - | 3 XKLLP LLBulLLiT -W
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49.2 MapkupoBKa ynakoBku (KapTOHHO Kopobku) Kabens 4-koHTakTHOro EnSite X SUPREME.
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50. Kabenb 6-koHTakTHbIN EnSite X SUPREME.

RSO | .
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51. Kabenb 10-koHTaxtHbii EnSlte X SUPREME.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



127

52. Kabenb 20-koHTakTHbIN EnSite X SUPREME.

V)
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52.1 YnakoBka (BHYTpeHHun nakeT) Kabens 20-koHTakTHOro EnSite X SUPREME.
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52.2 MapKipoBKa ynakoBku (KapTOHHOM kopobku) Kabens 20-koHTakTHoro EnSite X SUPREME.
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53. Kaberw 4-xontakTHbi EnSite X INQUIRY.
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53.1 YnakoBka (BHyTpeHHWiA nakeT) Kabens 4-koHTaktHoro EnSite X INQUIRY.
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53.2  MapkupoBka ynakoBKi (KapTOHHOI kopobki) Kabens 4-koHTakTHoro EnSite X INQUIRY.
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54. Kabenb 10-koHTakTHbIi EnSite X INQUIRY.
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BBEMdo' ("

3 EnSite“X EP System  [l17702303
D-»iS-INQ-CX)-CSL 2»»1-t1-30

QRN s
a EnSite*X EP System [to?! 7702303
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54.1 Ynakoska (BHyTpeHHuIA nakeT) Kabens 10-koHTaktHoro EnSite X INQUIRY.

a EnSita*X EP System {*tT0r303
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54.2 MapKupoBKa ynakoBku (KapTOHHOI kopo6ku) Kabensa 10-koHTakTHOro EnSite X INQUIRY.
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55. Kabenb 20-koHTakTHbIi EnSite X INQUIRY.

{\
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55.1 YnakoBka (BHyTpeHHUiA nakeT) Kabens 20-koHTakTHoro EnSite X INQUIRY.
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55.2 MapkunpoBka ynakoBk (KapToHHOM kopobku) Kabens 20-koHTakTHoro EnSite X INQUIRY.
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56. Mogynb EnSite X gns nogkioueHus karetepos, 80 Pin.
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56.1 Mapkuposka ynakoski Mogyns EnSite X 4ns nogkodermns karetepos, 80 Pin.

a. Abbott

EnSite" X EP System
|Catheter input Module]

exoaeN moayn (cs)Vstupnl modul katetm (da)Katetennputmodul (de)Katheleremgangsmodul
'» A *<ivd6a 00660U xoetT i* (e»)M6dulo de entrada del carter (et)Kateetn sisendmooAil

(ftiratetrirujsaanlulomodgijli (ft)Module d entree du catheter (hr)Ulazni modul katetera (hu)Kaieterbemeneti modut
*tM xXiio ngreuo catetere (lt)K3teteno |vesties modulis (lv)Katetra levades modulis

‘rnk)snesen moayn Ha katetepoT (nl)Katheter. ingangsrmduie (no)Katetennngangsmodul

?7* .M0oAJ wcj&OKMy oewmka (pt)Mdduio de entrada do cateter (ro)Modul de rntertatare cu catetere

‘'skiKaietrorv ylloartry modul (sl)Vhodni modul katetra (sr)Ulazni modul za kateter {sv)Kateterirrgangsmodul (tr)KateterGir4 Mod(*o

uol i i i N
(01)05415067033444(11)201124(21 141190000093

2020-11-24

e ENSITE-CIM-80-01 11T

SN 141190000093

A 0% JAS.-C |
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St. Jude Medical

One St. Jude Medical Drive
St Paul. MN 55117-9913 USA
+1 855 478 5833

u 651 756 5833

St. Jude Medical
Coordination Center BVBA
The Corporate Village
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Belgium

+322 77468 11

EnSite™ X EP System

ICatheter Input Module

rr/l 2020-11-24
IREF]  ENSITE-CIM-80-01 TRPATY

\s h \ 141190000093
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57. Mogynb EnSite X ans nogknoyeHns karetepos, 20 Pin.
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57.1 MapkupoBka ynakosku Moayns EnSite X ansa noakoueHns karetepos, 20 Pin.

Abbott
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58. MarHWTHbIIN ceHcop nepeaHnini PRS-A.
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58.1 MarHuTHbIA ceHcop nepeaHuii PRS-A Ha KapTOHHOI MOAJIOXKKE.
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58.2 MapKupoBKa ynakoBki MarHuTHoro ceHcopa nepeaHero PRS-A.
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59. MarkuTHbIi ceHcop 3aanmit PRS-P.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

140



59.1 MarHuTHbI ceHcop 3aaHMin PRS-P Ha KapTOHHOIA MOL/I0XKKE.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

141



i

3 Abbott

EnSite™X EP System

. Patient Reference Sensor .

(ba)MaumeHTcku pedhepeHTeH ceHaop (cs)Referenénl snima6 pro pacienta (da)PatientrefererKesensor (de)Patientenreferenzsensor (el)AioOqTfpa5
oyochopo” aoscyou<; (es)Sensor de referenda del paciente (et)Patsiendi referentsandur (fiPotilaan viiteanturl (f)Capteur de référence patient

(hr)Referentrn senzor za padjenta (hu)Betegreferenda-szenzor (it)Sensore di riferimento del paziente (It)Padento palyginamasis jutiklis (lv)Paciertta

kontrolsensors (Tk)PedhBpeHTeH ceH3op 3a naunentoT (nl)Patientreferentie8ensor (no)Pasientreferansesensor (pl)Czujnik odnieslenia pacjenta

(pOSensor de referenda do paciente (ro)Senzor de referinta pacient (8k}Pacientsky referenCny senzor (sl)Referen6ni senzor za bolnika (sr)Referentni

senzor za padjenta (swJPatientreferenssensor (tr)Hasta Referans SensfirO

(01)05415067033284(11)200716(21)18756830

rO  2020-07-16

SN| 18756830

ENSITE-PRSFRNT-01

5

St. Jude Medical

One St. Jude Medical Drive
St. Paul, MN 55117-9913 USA
+1 855 478 5833
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60. MpuHTEp LBETHOIA.
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Mp1Mep YnaKoBKi
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